MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAITHA

HAKA3

Kuis

30 muctonazga 2020 Neo 275

IIpo jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JIKapCcbKHX 3aco0iB (MegMUHUX
iMmyHo0Oio/T0TiYHHX NpenapaTiB) Ta BHeCeHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco06m», MyHKTIB 5,
7, 10 Tlopsaky [mep>kaBHOI peecTpariii (miepepeecTpaiiii) JliKapCbKUX 3acobiB,
3aTBep/pKeHOro MocTaHoBoi0 Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmkeHHs IlopsigKy [epKaBHOI peecTpalii (mepepeecTpariii)
miKapcbKuX 3acobiB i po3mipiB  300py 3a iX fAepKaBHY peecTpariito
(riepepeecTpailito)», ab3ally ABaALATL CbOMOTO HiAMYHKTY 12 myHKTY 4 TTonoxeHHs
rnpo MiHiCTepCTBO OXOpPOHM 370pOB’S YKpaiHW, 3aTBepKeHOro II0CTaHOBOIO
Kabinery MinicTpiB Ykpainu Big 25 6epe3nsi 2015 poky Ne 267 (B pepakiiii
nocraHoBu Kabinety MiHicTpiB Ykpainu Biz 24 ciuns 2020 poky Ne 90), Ha mizcTaBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUuX MarepiaiiB JMiKapchKUX 3aco0iB (MeAuUHUX
iMmyHobGiosioriuHMx  mperapariB), 10 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHMX MaTepiajiB, TMPOBeJeHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0ZI0 edheKTUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOILIEHHSI KOPUCTH/PU3MK JIIKAPCbKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpalliiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

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

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepesikoM (JoAaTokK 2).
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3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
MKapcbKUX 3aco0iB YKpaiHM Ha JiKapchkKi 3aco0w (MeguuHi imMyHoOiomoriusi
TriperiapaTH) 3TiJ{HO 3 MepeslikoM (JoAaTokK 3).

4. KoHTposb 3a BHUKOHAHHAM LbOIO0 Haka3ly I[IOK/JIaCTM Ha 3aCTyIHUKA
MiHicTpa 3 muTaHb €BPOIEUCHKOI iHTerpariii IBamenka I.A.

MiuicTp Makcum CTEITAHOB



NMEPENIK

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

30.11.2020 Ne 2759

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX NMPENAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

no 15 6nictepis y
KapTOHHIM nayu,i

Icnanis;

KOHTPO/b SAKOCTi
(mikpobionoriyHmit):
EBPO®IHC BIO®PAPMA
MPOOAKT TECTUHI CMEWH,
C.J1Y, IcnaHis;
BUPOGHUK NPOMIKHOIo
npoaykry - filyractepua,
Kancynu m'siki, no 0,5 mr:
BUNPOBYBaHHS KOHTPOJIHO SAKOCTI
(dismyHi/XiMunyuHi), BUNYCK cepil:
FANIEHIKYM XEJIC, C.J1., IcnaHis;
KOHTPO/b AKOCTI
(mikpobionoriyHui):
EBPO®IHC BIO®APMA
MPOOAKT TECTUHI CMENH,
C.N.Y, IcnaHis;
BUMPOGHMLITBO, NaKyBaHHS,
KOHTPO/b AKOCTi, BUMNYCK Cepii:
CIHOEA ®APMA C.J1., IcnaHis;
BUMPOOYBaHHA KOHTPOJIO SIKOCTI:
IHPAPMA/JE, C.J1., IcnaHis;
BUPOGHUK NPOMIDXHOTO
npoaykty - Tamcynosiny

rigpoxnopua, nenetu, no 0,4 mr:

BMNPOBYBaHHSA KOHTPO/IO SKOCTI
(thiznyHi/xiMnyHi), BUNYCK cepii):

FANEHIKYM XENC, C.J1., IcnaHis;

KOHTPO/Ib SIKOCTi, BUMYCK cepii:
CAI MAHYDAKTYPIHI, CJL.Y.,

Ne Hassa Popma suUMyCcKy 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHHs1 Homep
n/n NiKkapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky peecmpayjiliHo2o
3acoby YnakoskKa) NnocBi0YeHHs1
1. AYTAMIH Kancynu teepai, 0,5 TOB Ykpaina BUNPOBYBaHHS KOHTPOJIHO SAKOCTI Icnanis/ peecTpavuis Ha 5 3a He nidnsiecae UA/18461/01/01
mr/0,4 mr; no 6 "YHIBEPCA (di3myHi/XiMunyuHi), BUNYCK cepil: IHAjs pokiB peyenmom
Kancyn y 6nictepi, NbHE FANEHIKYM XENC, C.J1., IcnaHis;
no 5 6nictepis y ArEHTCTB BMPOBOHULITBO, NaKyBaHHS,
KapTOHHI/ nayvj, no O "MPO- KOHTPO/Ib SKOCTi, BUMYCK cepii:
6 kancyn y 6nictepi, PAPMA" CAI MAHY®AKTYPIHI, CJ1.Y.,




Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu PeknamysaHHs1 Homep

n/n JNlikapcbKo20 | (nikapcbka hopma, 3asiBHUKa BUPOGHUKA npoyeodypa BionycKky peecmpayjiliHo2o

3acoby yrnakoska) nocsi04YeHHs1
IcnaHis;

KOHTPO/b AKOCTI
(mikpo6ionoriuHui):
EBPO®IHC BIO®APMA
MPOLAKT TECTUHI CMEWNH,
C.N.Y, IcnaHis;
BUMPOGHMLITBO, NaKyBaHHS,
KOHTPO/b SIKOCTi,BUMNYCK Cepil:
CAH ®APMACBIOTIKAN
IHOACTPI3 NITA., IHgis

2. NIHNAP3A TabneTkn, BKPUTI AcTpa3eHek LlseuLis nepBuHHE Ta BTOPWHHE Benuka peecTpavuis Ha 5 3a He nidnsiecae UA/14747/02/02
NNiBKOBOIO a Ab nakyBaHHsi, KOHTPO/1b SKOCTI BpvTaHis/ pokiB peyernmom
060n0HKot0, No 150 (roToBwuiA nikapcbkuii 3acib), CronyyeHi
Mr; o 8 TabneTok B BMNYCK cepil: LWratn MepiognyHicTb
6nicTtepi, no 7 Actpa3eHeka HOK JlimiTeg, Benvka Amepukm NOAAaHHSA perynsipHo
6nicTepis B BpuTaHis; OHOBJIOBAHOIO 3BITY
KapTOHHIA KopooLi BMPOBHMLTBO TabneTok 3 6esneku,

onanapuby (eTan BUpPO6HMLTBA BiAMNoBIgHO A0
€KCTPYy0BaHOro MPOMIKHOTO Mopsaaky 3AiACHeHHN
NpoAyKTYy Ta NicNsekcTpy3ikHui thapmakoHarnsgy,
eTan BUPOOHULTBA), KOHTPO/Ib 3aTBepAXEHOro
AKOCTi (Hepo3dracoBaHuiA HakKa3om
nikapcbkuii 3acib): MiHicTepcTBa
A66BI NimiTeq, CnonyueHi LWtatn OXOPOHU 3[,0pPOB’'A
Amepnku Ykpainu Big 27
TPyAHA
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
YKpaiHu 29 ciuHsa
2007 poky 3a Ne
73/13340 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHW 340POB'A
Ykpaiuu Big 26
BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3riHO 3i CTpokamu,
3a3HaveHumn y
nepiognyHocCTI
nogaHHs
perynsipHux 3BiTiB 3
6e3neku.

3. NIHMNAP3A TabneTkn, BKpUTI AcTpa3eHek LLiBeuis nepBMHHE Ta BTOPWHHE Benvka peecTpauis Ha 5 3a He nidnsiecae UA/14747/02/01
NNiBKOBOIO a Ab nakyBaHHs, KOHTPO/1b AKOCTI BpuTaHis/ pokiB peyenmom
0600HkKot0 no 100 (roToBwiA nikapcbkuii 3acib), CronyyeHi
Mr; Mo 8 TabneTok B BMNYCK cepil: LWtatn [MepioAnyHICTb




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKky

PeknamysaHHs

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

6nicTepi, no 7
6nictepis B
KapTOHHI KopoobLi

Actpa3eHeka tOK JlimiTes, Benvka
BpuTaHis;
BMPOBHMLTBO TabN1eTokK
onanapuby (etan BUpOGHMLTBA
€KCTPY0BaHOro MPOMXKHOTO
NPOAYKTY Ta MiCASEKCTPY3iNHWIA
eTan BUpoGHMLTBA), KOHTPO/Tb
AKOCTi (Hepo3dgracoBaHuiA
nikapcbkuii 3acib):

A66BI NimiTea, CnonyueHi LWtatu
Amepukun

AmepuKn

nofAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY
3 6e3neku,
BiAgNoBigHO A0
Mopsaaky 3AiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 3[0POB’SA
Ykpaiuu Big 27
TPyAHA
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs
2007 poky 3a Ne
73/13340 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHU 3[10POB'A
Ykpainu Big 26
BepecHA 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3i CTpoKamu,
3a3HayveHumn y
nepiognyHoCTI
noAaHHs
perynsipHux 3BiTiB 3
6e3neku.

MEAIATOPH
®

Tabnetku no 20 mr,
no 10 TabneTtok y
6nictepi, no 5
6nicTepiB y navui

TOB
"APTEPIYM
nTa

YKpaiHa

MAT "Kvismegnpenapart”

Ykpaina

peecTpavuia Ha 5
pokiB

MepiognyHiCTb
nofjaHHA perynspHo
OHOBJ1OBAHOTO 3BITY

3 6esnekw,
BiANoBigHO A0
Mopsaky 34jiicHeHHs
dhapmakoHarnsgy,
3aTBEPAXKEHOrO
Hakasom
MiHicTepcTBa
OXOPOHU 30POB’SA
Ykpaiuu Big 27
rpyAHA
2006 poky Ne 898,
3apPEECTPOBAHOIO B

3a
peyenmom

He nionsicae

UA/18462/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKky

PeknamysaHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

MiHicTepcTBi tocTULi
YKpaiHnu 29 ciuHa
2007 poky 3a Ne

73/13340 (y
pepaxuii Hakazy
MiHicTepcTBa
OXOPOHW 340POB'A
YKpainu Big 26
BepecHsa 2016 poky

Ne 996), cTaHOBUTb:

3riAHO 3i CTpoKamu,

3a3HayYeHMN y
nepioguyHoOCTI
noAaHHs

perynsipHux 3BiTiB 3

6e3neku.

MIAA3O/T1AM-
BICTA

PO3YUH AJ151 iH'EKLLNA,
5 mr/mn no 15 mr B
amnynax no 3 M,
no 5 amnyny
KapTOHHI/ KopoobLi

MicTpan
Kenitan
MeHepxmeH
T NimiTep,

AHrnis

BEM lnay CaH. Be Tik. A.C.

TypeyunHa

peecTpavuis Ha 5
pokiB

MepiognyHicTb
NoAAaHHSA perynspHo
OHOBJIHOBAHOrO 3BITY

3 6e3neku,
BiANOBIAHO A0
Mopsaaky 3AiACHEeHHA
thapmakoHarnagy,
3aTBEPIKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 3[,0pPOB’'A

Ykpainu Big 27
rpyaHsa 2006 poky Ne
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii

YKpaiHu 29 ciuHsa
2007 poky 3a Ne
73/13340 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHM 3[,0pOB'A

Ykpaiuu Big 26
BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i CTpokamu,

3a3HavYeHMn y

nepiognyHocCTI

nogaHHs

3a
peyenmom

He nionsizae

UA/18463/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKky

PeknamysaHHs

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

perynsipHux 3BiTiB 3
6e3neku.

MIOA3O0/TIAM-
BICTA

PO3YNH A5 iH'EKLIN,
5 mr/mn no 50 mr B
amnynax no 10 ms;
no 5 amnyny
KapTOHHIA KopooLi

MicTpan
Kenitan
MeHepxmeH
T NimiTeq,

AHrnis

BEM lnay CaH. Be Tik. A.C.

TypeuunHa

peecTpavuis Ha 5
pokiB

MepiognyuHicTb
NoAaHHsA perysnspHo
OHOB/IHOBAHOrO 3BITY

3 6e3neku,
BiANOBIAHO A0
Mopsaaky 34iCHeHHs
hapmakoHarnsgy,
3aTBepIKEeHOro
Haka3om
MiHicTepcTBa
OXOPOHW 34,0P0B’A

Ykpaiuu Big 27
rpyaHsa 2006 poky Ne
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi

YKpainu 29 ciuHa
2007 poky 3a Ne
73/13340 (y
pepaxuii Hakazy
MiHicTepcTBa
OXOPOHU 3[10POB'A

Ykpainu Big 26
BepecHs 2016 poky
Ne 996), cTaHOBUT:
3riHO 3i CTpOKamu,

3a3HavYeHUMn y

nepiognyHoCTI

nofaHHs
perynsipHux 3BiTiB 3
6e3neku.

3a
peuyerimom

He nionsizae

UA/18463/01/02

HENPOAOPO
H®

Tabnetku no 10
Tabnetok y 6nictepi;
no 8 a6o no 20
6nicTtepiB y
KapTOHHIlA Kopo6L;
abo no 80 a6o no
200 Tabnetok y
oNakoHi 3 TEMHOTro
ckna; no 1 donakoHy
Y KapTOHHiIli kopobLi

Benepa Al

HimeuunHa

Brpo6HuLTBO HEepo3tacoBaHOro
NPOAYKTY, NePBUHHE NakyBaHHS,
eTVKeTyBaHHs Ta BTOPUHHE
nakyBaHHS (CKNsIHI dh1akoHn),
KOHTPO/b SIKOCTI, BUNYCK Cepiii:
Benepa Al', HimeuunHa;
MepBrHHE Ta BTOPUHHE

nakyeaHHs (bnictepn):

JNTabopaTtopia Bondc HB, Benbris;
MepBUHHE Ta BTOPUHHE

nakyeaHHs (bnictepn):

Csicc Kanc 'm6X, HimeuunHa

Himeuunna/
Benebrisi/
HimeuunHa

peecTpavuia Ha 5
pokis

MepiognyHicTb
nofaHHA perynspHo
OHOB/THOBAHOrO 3BITY

3 6e3nekun
BiANOBIAHO A0
MopsiaKy 34iACHEHHS
thapmakoHarnagy,
3aTBEPAXKEHOrO
Haka3om

6e3
peyenma

nionsieae

UA/18464/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKky

PeknamysaHHs

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

MiHicTepcTBa
OXOPOHU 3[0POB’SA
Ykpainu Big 27
TpyAHA
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainm
19 rpyaHa 2016
poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHU 30POB’SA
Ykpainu Big 26
BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i CTpoKamu,
3a3HaveHumn y
nepiognYHoCTI
nogaHHs
perynsipHux 3BiTiB 3
6e3neku.

NONAuMBI

MOPOLLIOK ANt
KOHLieHTpaTy Ans
pO34nHy Ans
iHcpy3ii no 140 wmr,
no 1 cpnakoHy y
KapTOHHIA KopooLi

®.XodpdpmaH
H-/19 Poww
nTg

LLiBeiuapis

BMNPOBYBaHHSA KOHTPO/IHO SKOCTI
(TiNIbKM aKTUBHICTb), BTOPUHHE
nakyBaHHs1, BUNYycK cepir):
®.XothdpmaHH-/15 Pow /174,
LlBeiiuapis;
BUPOBHMLTBO Hepo3dhacoBaHol
NpoayKuii, NepB1HHE NakyBaHHS,
BUMNPOBYBaHHS KOHTPOJIO AKOCTI
(TiNIbKM Ha CTEepPU/IbHICTL Ta
6akTepiasibHi eHA0TOKCUHN):
BCIM ®apmackioTikans C.n.A.,
ITanis
BMNPOBYBaHHSA KOHTPO/IO SKOCTI
(OKpimM aKTMBHOCTI, CTEPUNBHOCTI

Ta 6akTepianbHUX eHA0TOKCHHIB):

Nonza N1, Weeiinapis

LLsenuapis/
ITanis

peecTpavuis Ha 5
pokiB

MepiognyuHicTb
NoAaHHsA perysnspHo
OHOB/IHOBAHOrO 3BITY

3 6e3neku,
BiANOBIAHO A0
Mopsaaky 34iiCHeHHs
hapmakoHarnsgy,
3aTBepIKeHOoro
Haka3om
MiHicTepcTBa
OXOPOHW 34,0P0B’A
Ykpaiuu Big 27
rpyaHsa 2006 poky Ne
898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
YKpainu 29 ciuHa
2007 poky 3a Ne
73/13340 (y
pepaxuii Hakazy
MiHicTepcTBa
OXOPOHU 3/10POB'A

3a
peuyerimom

He nionsizae

UA/18465/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKky

PeknamysaHHs

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

Ykpainu Big 26
BepecHA 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3i CTpoKamu,

3a3HayveHumn y

nepiognyHoCTI

noAaHHs
perynsipHux 3BiTiB 3
6e3neku.

CYHITUHIB
ANBOTEH

Kancynu TBepai no
50 mr; no 7 kancyny
6nicTepi; no 4
6nicTepn y KpTOHHIi
nauui

AnBsoreH
Papma
TpeguHr
tOpon
OTOB

Bonrapis

BMPOGHMLTBO “in bulk", nepBuHHe
Ta BTOPVHHE MakKyBaHHs,
TeCTyBaHHS, BUMYCK Cepii:

PEMEAIKA NTA, Kinp;

BMpo6HMUTBO "in bulk", nepBrHHe
Ta BTOPVHHE NakKyBaHHS,
TeCTyBaHHs, BUMNYCK cepii:

dapmakea MNpemiym Nita, ManbTta

Kinp/
ManbTa

peecTpauia Ha 5
pokiB

MepiognyHicTb
NoAaHHA perynsipHo
OHOBJ1OBAHOTO 3BITY

3 6esnekw,
BiANoBigHO A0
Mopsaky 34jiicHEeHHs
hapmakoHarnagy,
3aTBEPKEHOr0
Hakasom
MiHicTepcTBa
OXOPOHW 34,0P0B’A
Ykpaiuu Big 27
TPyAHA
2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLil
YKpaiHu 29 ciuHa
2007 poky 3a Ne
73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa
OXOPOHM 3[10POB'A

Ykpainu Big 26
BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3riAHO 3i CTpoKamu,

3a3HayYeHMn y

nepiognYHoCTI

nofaHHsa
perynsipHMx 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsicae

UA/18466/01/03

10.

CYHITUHIB
ANBOIrEH

Kancynu TBepai no
25 mr; no 7 kancyny
6nicTepi; no 4
6nicTepy y KPTOHHIi
nauui

AnBoreH
dPapma
TpegunHr
HOpon
OTOB

Bonrapis

BMpo6HMUTBO "in bulk", nepBrHHe
Ta BTOPVIHHE MakKyBaHHS,
TeCTyBaHHs, BUMNYCK cepii:
PEMEAIKA NTA, Kinp;
BMPo6HMUTBO "in bulk", nepBrHHE

Kinp/
ManbTa

peecTpavuis Ha 5
pokiB

MepiognyHicTb
nofJaHHA perynspHo

3a
peyenmom

He nionsizae

UA/18466/01/02




10

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKky

PeknamysaHHs

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

Ta BTOPVHHE NakKyBaHHs,
TeCTyBaHHs, BUMNYCK cepii:
dapmakea MNpemiym /T4, ManbTa

OHOB/IIOBAHOTO 3BITY
3 6esneku,
BiANOBIAHO A0
Mopsaky 34jiACHEeHHS
dhapmakoHarnsgy,
3aTBEPIKEHOrO
Hakas3om
MiHicTepcTBa
OXOPOHW 3[,0pPOB’A
Ykpainu Big 27
TPyAHA
2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii
YKpaiHu 29 ciuHsa
2007 poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHW 340POB'A
Ykpainu Big 26
BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i CTpokamu,
3a3HaveHumn y
nepiognYHoCTI
nogaHHs
perynsipHux 3BiTiB 3
6e3neku.

11.

CYHITUHIB
ANBOIrEH

Kancynu TBepai no
12,5 mr; no 7 kancyn
y 6nicTepi; no 4
6nicTepy y KpTOHHIi
nauui

AnBsoreH
Papma
TpeanHr
tOpon
OoTOB

Bonrapis

BMpPo6HMUTBO "in bulk", nepBrHHe
Ta BTOPVHHE NakKyBaHHs,
TeCTyBaHHs, BUMNYCK cepii:

PEMEQAIKA NTA, Kinp;

BMPOG6HMLTBO “in bulk", nepBuHHe
Ta BTOPVHHE MakKyBaHHs,
TeCTyBaHHS, BUMYCK Cepii:

dapmakea MNpemiym T, MansTta

Kinp/
ManbTa

peecTpavuis Ha 5
pokiB

MepiognyHicTb
nofAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY

3 6e3neku,
BiANOBIAHO A0
Mopsaaky 34iiCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOr0
Hakasom
MiHicTepcTBa
OXOPOHU 3[0POB’SA
Ykpaiuu Big 27
TPyAHA
2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLji

3a
peuyerimom

He nionsizae

UA/18466/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu PeknamysaHHs1 Homep
n/n JNlikapcbKo20 | (nikapcbka hopma, 3asiBHUKa BUPOGHUKA npoyeodypa BionycKky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Ykpainu 29 ciuHs
2007 poky 3a Ne
73/13340 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHU 3[10POB'A
Ykpainu Big 26
BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3i CTpoKamu,
3a3HayveHumn y
nepiognyHoCTI
noAaHHs
perynsipHux 3BiTiB 3
6e3neku.
12. XNOPTANIAO | MmikpoHizoBaHWiA TOB Ykpaina Brpo6HMLTBO (382 BUHATKOM Icnanis/ peecTpauia Ha 5 - He nidnsieae UA/18467/01/01
H NOpPOLLOK "APTEPIYM MIKPOHi3aLiT), KOHTPO/b AKOCTI (3a PpaHuis pokiB
MIKPOHI3OB | (cy6cTaHuis) y nTa" BMHATKOM KOHTPO/O PO3Mipy
AHWIA noABiliHMX 4acTok), BUMYCK Ccepiii:
nosieTuIeHoBMX MEHAZIOHA C.J1., IcnaHis;
naketax gns MikpoHi3auisi, KOHTPOb PO3MIpY
chapmaLeBTU4YHOro 4acTok:
3acTocyBaHHs NAB-CEPBIC C.A.,
PpaHuis

FeHepanbHUN gUpeKTop
AvpekTopaTty chapmaueBTUHHOro 3a6e3nevyeHHsA

OnekcaHpp KOMAPIAOA




NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIO/TOIN4YHUX NPEMAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

Jopatok 2
[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

30.11.2020 Ne 2759

y 6nicTepi, no 3
6nicTepu y nauui; no
10 TabneTok y
6nictepi, no 6
6nicTepiB y naui

"B3aemogis 3 iHWVMU fikapcbkumn
3aco6amu Ta iHLWi BUAW B3aeEMogiit”,
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyaar” (YTOYHeHHs
iHdbopmawii), "Mepeno3syBaHHs", Moo6iyHi
peakuii" BiANOBIAHO A0 OHOBNEHOI
iHchopMmawii 3 6e3nekn 3acTocyBaHHs
L0401 PeYOBUHN.

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. AKTOBETH PO34MH ANS iH'EKLN, TOB "Takena YkpaiHa TOB "KYCYM YkpaiHa MepepeecTpauis Ha HeoOMeXeHWIA 3a He UA/11232/01/01
40 mr/mn; no 2 mn YkpaiHa" PAPM" TepMiH. OHOB/IEHO iHhopMaLito Y peuyenmom nionsieae
(80 mr) B amnyni, no (nakyBaHHs 3 po3ginax "Ocob6aMBOCTi 3acTOCyBaHHSA",
25 amnyny cdopmu in bulk "3acTocyBaHHs y nepio BariTHOCTi abo
KapTOHHI kopobuyj; hipmn-BMpoOHUKA roflysaHHs rpyaar”, "MNepenosysaHHs",
no 5 mn (200 mr) B Takepa ABCTpIs "Mo6iyHi peakuyii" IHCTpyKLi ans
amnyni, no 5 amnyni M6X, ABCTpis) MeAMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
Y KapTOHHIi1 kopobuy; 3acoby BiAnoBigHO [0 MaTepianis
no 10 mn (400 mr) B peecTpauinHoro ochE.
amnyni, no 5 amnyn MepiognyHICTb NOAAHHSA PerynsipHo
Y KapTOHHIi1 kopobui OHOB/IOBAHOrO 3BITY 3 6e3neKu,
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLjii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpokamu, 3a3Ha4yeHUMH Y NepiognyHOCTI
noJaHHsA perynsipHUX 3BiTiB 3 6E3NEKN.
2. ANb®A-NIMNOH TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUI Ykpaina MepepeecTpavis Ha HeOGMEXEHWIA 3a He UA/4766/01/02
NAiBKOBOO "KNIBCbKN BITAMIHHW TepMmiH. OHOB/IEHO iHchopMaLlito B peyenmom nionszae
060/10HKO0, N0 600 BITAMIHHW 3ABOA4" IHCTPYKLiT AN1A MeAMYHOro 3aCTOCyBaHHA
mr, no 10 TabneTok 3ABO4" niKapcbKoro 3acoby y po3ginax
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsi04YeHHs

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHM 34,0POB'A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLjii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 340POB'S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMH Y NepiognyHOCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3NeKu.

ANb®A-NIMOH

TabneTku, BKPUTI
naiBKOBOIO
060s10HKot0, No 300
mr, no 10 TabneTok
y 6nicTepi, no 3
6nicTepu y nauui; no
10 TabneTok y
6nictepi, no 6
6nicTepiB y naui

AT

"KUIBCbKN

BITAMIHHW
3ABOA"

YKpaiHa

AT "KUTBCBKMIA
BITAMIHHUA
3ABOS"

YKpaiHa

MepepeecTpavis Ha HeOOMEXeHWIA
TepMiH. OHOBMEHO iHhopMmaLilo B
IHCTPYKUiT 415 MEAUYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ginax
"B3aemogis 3 iHWMMU fikapcbkumn
3aco6amu Ta iHLWi BUAW B3aEMogiit”,
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” (YTOYHeHHs
iHdbopmawii), "Mepeno3syBaHHs", MoobiyHi
peakuii" BiANOBIAHO A0 OHOBEHOI
iHchopmawii 3 6e3nekn 3acTocyBaHHs
Lir040i pevoBUHN.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa OXOPOHU 3[0POB’s
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 340POB' YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpokamu, 3a3Ha4yeHUMU Yy NepiognyHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neKu.

3a
peyenmom

He
niossieae

UA/4766/01/01

AHOPO™
ENNIOTA™

NOpOLLOK ANs
iHransauin,
[,030BaHniA, No 55
MKr/22 MKr/go3sy; no
30 go3y
NOPOLLKOBOMY
iHranaTopi; no 1
iHransaTopy B NI0TKY 3
0oIbIM B KAPTOHHIN

nakcoCmiTKn
AH EkcnopT
Nimiteq

Benuka
BputaHis

nakco OnepeiiHc
HOK Nimiten

Benuka
BpuTaHis

MepepeecTpauis Ha 5 pokiB. OHOBNEHO
iHchopmav,ito B iIHCTPYKLIT A8 MeANYHOro
3aCTOCYBaHHSA /Nikapcbkoro 3acoby B
po3ginax "®apmakoTepaneBTUyHa rpyna.
Kog ATX" (peparyBaHHs TEKCTY 6€3 3MiHU
kogy ATX), "Mo6iuHi peakuii” BignoBigHO
[0 matepianiB peecTpauiiHoro foche.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,

3a
peuyenmom

He
nionsieae

UA/14742/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KopooLi

BiANoBigHO A0 Mopsaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCcTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 310POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.

ACKOPBIHOBA
KACNOTA

Tabnetkn no 25 mr
no 50 a6o no 100
Tabnetoky
KOHTeliHepi; no 1
KOHTEeWHepy B nauui
3 KapTOHY

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

MepepeecTpauis Ha HEOOMEXeHNIA
TepmiH. OHOB/IEHO iHdhopMaLlito B
IHCTPYKUIT ANS MEANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y posginax
"B3aemogis 3 iHWKMK NiKapCbKUMMN
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco6nMBOCTI 3acTocyBaHHA", "3aaTHICTb
BNVMBaTK Ha LWBUAKICTL peakLii npu
KepyBaHHI aBTOTpPaHCNopTOM abo iHWKMKN
MexaHisMamu' BigmnoBigHO A0 OHOBEHOT
iHchopMmawii 3 6e3nekn 3acTocyBaHHs
[AitoY0l pevoBUHN.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANoOBigHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa OXOPOHU 3[0POB’s
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 340POB' YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpokamu, 3a3Ha4eHUMU Yy NepiognyHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neKu.

6e3
peyenma

niossieae

UA/2983/02/01

BEMNAHTEH®

Kpem 5 %; no 30 r
a6o 100 r y Ty6i; no
1 Ty6i y KapTOHHiIM
Kopoo6Li

Baiiep
KoHcbromep
Kep Al

LLiseiiuapi
A

T I'peHsax
MpogykTioHc Mm6X

HimeyunHa

MepepeecTpauis Ha HeobMeXeHWIA
TepMiH. OHOBMEHO iHhopMaLilo B
IHCTPYKL|i 415 MEAMYHOT0 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3ginax
«PapmakoTepaneBTUUHa rpyna»
(yTOUHeHHS iHdhopMaLii 6e3 3miHN Koay),
«lMokasaHHs» (pegaryBaHHsi TEKCTY),
«lMepeno3yBaHHs» , «MoBGiYHI peakLii»
BiANOBIAHO 40 MaTepiasliB peecTpauiiHoro
[OCbE.

MepiofnyHICTb NOAAHHS PerynsipHo
OHOB/THOBAHOIO 3BITY 3 6e3neku,

6e3
peyenma

nionsizae

UA/4157/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BiANoBigHO A0 Mopsaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCcTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 310POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
7. BEMAHTEH® Masb 5 %; no3,5r Baiiep LLiseiiuapi I'M F'peH3ax HimeuunHa MepepeecTpauis Ha HeobMeXeHui 6e3 nionsi2ae UA/4157/02/01
abo no 30 r, abo KoHcblomep A MpogykTioHc MM6X TepmiH. OHOB/IEHO iHdhopMaLlito B peyenma
100 ry Ty6i; no 1 Kep Al IHCTPYKLii ANA MeAMYHOro 3acToCyBaHHsA
Ty6i y KapPTOHHIi nikapcbKoro 3acoby B po3ginax
KOpo6Li «dapmakoTepaneBTUyHa rpyna»
(yTouHeHHs iHdhopMaLii 6e3 3miHu Koay),
"Mepepo3yBaHHS" BigNOBIgHO A0
marepianiB peecTpauiiiHoro foChbe.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBigHO A0 MopsAaky 34iNCHEeHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHY 340P0B’S
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCcTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyHOCTI
nofiaHHA perynsipHuX 3BiTiB 3 6e3neku.
8. BICMYTY rpaHynun MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa [MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/15057/01/01
CYBUUTPAT (cybcTaHuis) B niosnsieae
KONOIAHWIA MiLLIKaX NoABiiHNX
nonieTNeHoBUxX
ans
hapmaLleBTUYHOro
3aCTOCYyBaHHSA
9. riagPOKOPTN3O NOPOLLIOK AT "dapmak” YkpaiHa WaHaoHr CiHxya Kutaii MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH - He UA/11468/01/01
HY ALETAT (cybeTaHuis) y dapmacstoTikan Ko., nionsi2ae
naketax nogBinHMX nra.
nonieTnNeHoBux
ans
thapmaueBTUYHOro
3aCTOCyBaHHSA
10. FPUNNOCTAL® Kpanni HasasbHi, CTAOA HimeuunH CTAOA HimeuunHa MepepeecTpauis Ha HeobMeXeHui 6e3 He UA/3090/02/02
PWHO 0,05 % po34mH 0,05 % no ApuHaiimitTen a ApuHaiimittens Al TEPMiH. peyenma niossieae
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep

peecmpayiliHo2o
nocsio4yeHHs

HASA/bHI
KPAMN/I

10 mn y dpriakoHi; no
1 donakoHy y
KapTOHHI Kopo6Lyi

b Al

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHM 34,0POB'A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLjii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
0XOPOHU 340POB'S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMH Y NepiognyHOCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3NeKu.

11.

TPUMMNOCTAL®
PUHO 0,1 %
HASA/bHI
KPAMN/I

Kpanni HasasibHi,
po3umH 0,1 % no 10
MY do/1akoHi; no 1

hnakoHy y
KapTOHHI Kopo6Lyi

CTAOA
ApuHarimitTTen
b Al

HimeyunH
a

CTALA
ApuHaiimitTens Al

Himeyunna

MepepeecTpavis Ha HeOOMEXeHWIA
TEepMiH.

MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBIAHO A0 Mopsaaky 34iNCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340pPOB’S
Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTuLi
Ykpainum 29 ciuHsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 3[0POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpokamu, 3a3Ha4yeHUMU y NepiognyHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/3090/02/01

12.

IIOHA®

PO34MH ANA iH'EKLiA
no 2 mn B amnyni A
B KOMM/IEKTi 3 1 Mn
PO34MHHMKA
(mieTaHonamiH, Boga
ONs iH'eKUI) B
amnyni B; no 6
amnysn A ta 6 amnyn
By coytnsapi; no 1
dyTNsapy B KOpooLi 3
KapTOHY

MEJOA ®apma
'm6X eHg Ko.
Kl

HimeyunH
a

Bionorivi ITanis

Nab6opaTtopis C.p.J.

ITanis

MepepeecTpavis Ha HEOGMEXEHUIA TEPMIH

OHOBnNEeHo iHhopMaLito 3 6e3nekun B
IHCTPYKLi 415 MeAMYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y posginax
"Moka3aHHs" (YTOYHEHHS iHGhopMmaLiT),
"MpoTunokasaHHa", "B3aemogis 3 iHWMMu
niKapcbknMy 3acobamu Ta iHLi BUAN
B3aemogiin”, "OcobMBOCTi 3acToCyBaHHsA",
"3AaTHICTb BNAMBATY Ha LUBUAKICTb
peakLjii Npn KepyBaHHi aBTOTPaHCMOPTOM
a60 iHWKYMK MexaHi3maMmn” (YyTOYHEHHS
iHdbopmawii), "Cnoci6 3acTocyBaHHS Ta
[03Kn" (yToUHEeHHs iHdopMmauii),
"Mepepo3yBaHHs", "Mob6iyHI peakujii”
BiNOBIAHO [0 MaTepianiB peecTpaliiHoro
[0CbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BignoBigHO A0 Mopaaky 34iCHEHHS

3a
peyenmom

He
nidssieae

UA/4178/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLjii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpokamu, 3a3Ha4yeHUMH Y NepiognyHOCTI
nofaHHs perynsipHunX 3BiTiB 3 6e3neku
13. AOPE3® TabneTku, BKpUTI ANKANOIL AL | Pecny6nik ANKANOIL AL Pecny6nika MepepeecTpalis Ha HeobMeXeHwi 3a He UA/11285/01/03
nNiBKOBOKO Ckon'e a MiBHiYHa Ckon'e MiBHiuHa TEPMiH. peyernmom niossieae
060/10HKOI0, N0 10 MakefioHis MakefoHis MepiognyHICTb NOJAHHA PerynspHo
mr no 10 TabneTok y OHOB/IOBAHOrO 3BITY 3 6e3neku,
6nicTepi; no 3 BiANoBigHO A0 Mopsaaky 34iNCHEHHS
6nictepn y chapmakoHarnsgy, 3aTBepAxeHoro
KapTOHHI Kopo6Lli Haka3zom MiHicTepcTBa OXOPOHMW 340P0B's
Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTuLi
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.
14. LOPE3® TabneTkU, BKPUTI ANKANOIL AL | Pecny6nik AJIKANOIL AL Pecny6nika MepepeecTpauis Ha Heo6MexXeHuit 3a He UA/11285/01/02
NNiBKOBOKO Ckon'e a MiBHiYHa Ckon'e MiBHiuHa TEPMiH. peuyenmom nidssieae
060/10HKOI0, M0 5 Mr MakepoHis MakeoHis MepiognyHICTb NOAAHHS PerynsipHo
no 10 TabneTtok y OHOB/IIOBAHOrO 3BITY 3 6e3neku,
6nicTepi; no 3 BignoBigHO A0 MNopaaky 34iACHEHHS
6nictepn y chapmakoHarnsgy, 3aTBepaxeHoro
KapTOHHi KopobLyi Haka3oMm MiHicTepcTBa OXOPOHU 340POB’S
Ykpainm Big 27 rpygHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCcTepcCTBi toCTuLi
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.
15. LOPE3® TabeTKN, BKPUTI ANKANOIQ AL | Pecny6nik AJIKANOIL AL Pecny6nika MepepeecTpaLlis Ha HeOBMEXEHUI 3a He UA/11285/01/01
nAiBKOBOIO Ckon'e a NisHiYHa Ckon'e MiBHiuHa TEepMiH. peyenmom nionsizae
060/10HKO10, M0 2,5 MakefioHist MakefioHist MepiognyHICTb NOAAHHA perynspHo

mr no 10 TabneTok y
6nicTepi; no 3
6nictepu y
KapTOHHi Kopo6bLy

OHOB/IHOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iCHEHHS
hapmakoHarnsgy, 3aTBepXeHoro

Haka3om MiHicTepcTBa OXOPOHU 340pPOB’S
Ykpainm Big 27 rpyaHs 2006 poky Ne 898,
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BignoBigasibHWiM 3a

3aco6by BignoBigHoO 40 maTtepianis

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3apeecTpoBaHoro B MiHicTepcTBi tocTuLjil
Ykpainum 29 ciuHsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3riHO 3i
CTpokamu, 3a3Ha4yeHUMHN Y NepiognyHOCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3NeKu.
16. ECNYMISAH® Kancynm m'ski no 40 BEPNIH-XEMI HimeuyunH | BMpPOGHMUTBO M'AkMX | HimeuunHa/ MepepeecTpaLis Ha HeOGMEXEHWIA 6e3 niosnsieae UA/0152/02/01
Mr; no 25 kancyny Al a kancyn "in bulk": PymyHis TepmiH. OHOB/EHO iHdhopMaLlito B peyenma
6nicTepi; no 1, abo KataneHt IHCTPYKLi ANA Me4UYHOro 3aCToCyBaHHsA
no 2, aéo no 4 HimeuyunHa E6epbax niKapcbKoro 3acoby y po3ginax
6nictepu B M6X, HimeyunHa; "MokasaHHA" (pegaroBaHo TEKCT po3giny,
KapTOHHI Kopo6Lyi C.4. CBICKAINC BHECeHi YTOYHEHHS), a TakoX [0 po3finis
POMAHIA C.P.J1., "PapmMakonorivyHi BnactmsocTi”,
PymyHis; "MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
MakyBaHHSA: nikapcbkMKM 3acobamu Ta iHWi B1uam
BEPNIH-XEMI AT, B3aemogiit”, "3aaTHiCcTb BNMBaTh Ha
HimeuyuunHa; LWBMAKICTb peakLii Npy KepyBaHHI
MeHapiHi - PoH aBTOTpaHCNOPTOM abo iHLWMMHK
XeligeH TM6X, MexaHismamu", "3acTtocyBaHHs y nepiog,
HimeuumnHa; BariTHOCTi ab0 rogyBaHHs rpyaato”,
Csicc Kenc M'm6X, "Cnocib 3acTtocyBaHHs Ta go3u”, "Litn",
HimeuunHa "Mepepo3yBaHHsa", "TMo6IYHI peakuji”
KoHTponb cepii: Bi4NOBIAHO [0 iHGhOopMaLLil CTOCOBHO
BEPNIH-XEMI AT, 6e3neku, sika 3a3HayeHa B martepianax
HimeuuunHa; peecTpauiiiHoro f0cheE.
KataneHt MepiognyHiCTb NOAAHHA perynspHo
HimeuunHa E6epbax OHOBJTHOBAHOrO 3BITY 3 6e3neku,
m6X, HimeuyunHa,; BiANOBIAHO A0 MopsAaKy 34iACHEHHS
[JpareHodapm hapmakoHarnsgy, 3aTBepiXeHoro
Anotekep ML Haka3zom MiHicTepcTBa OXOPOHU 340P0B’A
m6X, HimeuyunHa,; Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
Bunyck cepii: 3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
BEPNIH-XEMI AT, Ykpainu 29 ciuHs 2007 poky 3a Ne
HimeuunHa 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 340POB' YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpOKamu, 3a3Ha4yeHMN Y NepiogUYHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neKu.
17. 3ANAIH OBYNI necapiino0,3rmno 1 3AT YropwmHa BiANoOBigabHMI 3a HimeyunHa/ MepepeecTpauis Ha HeobMeXeHWIA 3a He UA/1849/02/01
necapito y énicrepi, dapmaneBTny NOBHUIA LKN YropLumHa TEPMiH. peyenmom nions2ae
no 1 6nictepy y HWIA 3aBOf, BMPOOHMLTBA, OHOB/IEHO iHGhopMmaLito y po3ginax
KapTOHHI Kopo6Lyi Erc BK/1I0HA0UN BUMYCK "PpapmMakonorivyHi BnactmsocTi”,
cepii: "MpoTunokasaHHa", "OcobMBOCTI
Tpommcaopdhd 3acTocyBaHHs", "Cnoci6 3acTocyBaHHSA Ta
'mBx i Ko KT, no3n", "Mo6iuHI peakyii” iIHCTpyKUii ans
HimeyuunHa,; MeMNYHOro 3aCTOCyBaHHA NiKapCbKoro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUMYCK Cepii:
3AT

dapmaueBTUYHMI

3aBog ElIC,
YropLmHa

peecTpauiiHoro AochbeE.

MepiognyHiCTb NOAAHHA PerynsipHoO
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 3[4,0POB’A
YKkpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMN Y NepiogUYHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neku.

18.

IMYHO®IT

36ipno 100ry
nakerti, Bk1afeHomy
B Mauky; no2ry
QinbTp-NakeTi; No
20 hinbTp-nakeTiB y
navui

TOB
"HaykoBo-
BMPOGHMYaA
thapmaueBTny
Ha KoMMaHis
"ENM"

YKpaiHa

TOB "HaykoBo-

BMPOGHUYa

thapmaueBTv4Ha
KomnaHis "EVM"

YKpaiHa

MepepeecTpauis Ha HeOOMeXeHWIA
TEePMiH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa OXOPOHU 3[0POB’s
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 340POB' YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpokamu, 3a3Ha4yeHUMU Yy NepiognyHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neKu.

6e3
peyenma

nionsieae

UA/3645/01/01

19.

INAMIZ,

TabneTkn, BKpUTI
nNiBKOBOKO
060/10HKO10, M0 2,5
mr; no 10 TabneTok
y 6nictepi; no 3
6nicTepn B nauui

AT

"KUIBCbKN

BITAMIHHUIA
3ABOA"

YKpaiHa

AT "KUIBCbKUI

BITAMIHHUM
3ABOJ"

YKpaiHa

MepepeecTpaLllisi Ha HEOBMEXEHN TEPMIH
OHoBeHo iHthopmaLito B IHCTpYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKOro
3acoby y po3ginax "Bzaemogis 3 iHWNMK
nikapcbKMmM 3acobamu Ta iHWi B1uam
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar" (40NOBHEHHS
iHdhopmauii), "Mo6iyHi peakuii” BianoBigHO
[0 OHOBJIEHOT iHhopMaLii 3 6e3nekn
3aCTOCYBaHHSA Aito40i Ta 4ONOMiIXHUX
PEYOoBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOIO 3BITY 3 6e3neku,
BignoBigHO A0 MNopagky 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’S
Ykpainm Big 27 rpyaHs 2006 poky Ne 898,

3a
peuyenmom

He
nionsieae

UA/4527/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3apeecTpoBaHoro B MiHicTepcTBi tocTuLjil
Ykpainum 29 ciuHsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3riHO 3i
CTpokamu, 3a3Ha4yeHUMHN Y NepiognyHOCTI
noJaHHs perynsipHunX 3BiTiB 3 6e3neku

20.

KAHTAB NntoC

Tabnetku, 16
Mr/12,5 mr no 14
TabneTtok y 6nictepi,
no 2 a6o 6 6nictepis
Y KapTOHHiIl
ynakoBLj

HOBE INAY
CAHAI BE
TIOIXKAPET

A.LL.

TypeyuuH
a

HOBE/ INAY
CAHAI BE
TIIXKAPET A.LL.

TypeyunHa

MepepeecTpaLis Ha HeOGMEXEHWIA
TepMiH. OHOBMEHO iHhopMmaLio B
IHCTPYKL|i 415 MEAMYHOTO 3aCTOCYBaHHSA
niKapcbKoro 3acoby y po3ginax
"dapMakoorivyHi BAacTBOCTiI",
"MokaszaHHs" (iHhopmavia woao 6esnekn),
"MpoTnnokasaHHa", "B3aemogia 3 iHWMmn
nikapcbkMmM 3acobamu Ta iHLWi B1uam
B3aemogiin", "OcobmMBOCTi 3acToCyBaHHsA",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBsaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta fo3u", "MobiuHi peakwyii”
BignoBiAHO A0 iHGhopMaLii Wwoao
MeAMYHOro 3acToCyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (ATAKAHZ, MJ1HOC).
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaaky 34iNCHEeHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHY 340P0B’S
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCcTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHUMU y NepiognyHOCTI
nofiaHHsA perynsipHuxX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/14433/01/01

21.

KAHTAB N/t0oC

Tabnetku, 32
mr/12,5 mr no 14
Tabnetok y 6nictepi,
no 2 a6o 6 6nictepis
Y KapTOHHiIl
ynakosLi

HOBEN INAY
CAHAI BE
TIOIKAPET
A.LL.

TypeyuunH
a

HOBEN INAY
CAHAI BE
TIOIXKAPET A.LL.

TypeyunHa

[MepepeecTpauis Ha HEOOMEXEHNIA
TepmiH. OHOB/IEHO iHhopMaLlito B
IHCTPYKLi 415 MeAMYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y posginax
"PpapmMakonoriyHi BnactmsocTi”,
"MokasaHHs" (iHchopmavisa wono 6esnekun),
"MMpoTunokasaHHa", "B3aemogis 3 iHWyMmn
nikapcbkMKM 3acobamu Ta iHLWi B1uam
B3aemogiji", "OcobnnBoCTi 3acTOCyBaHHA",
"3acTocyBaHHA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta fo3u", "MobiyHi peakwii"
Bif4noBiAHO A0 iHdopMaLji Woao

3a
peyenmom

He
nionsizae

UA/14434/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MeAMYHOro 3acTOCyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (ATAKAHZ M/KOC).
MepiognyHiCTb NOAAHHA PerynsipHoO
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 3[4,0POB’A
YKkpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMN Y NepiogUYHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neku.

22,

KETONAK

Tabnetkv no 10 mr
no 10 Tabnetok y
6nictepi; no 1
6nicTepy B naui

AT
"KUIBCbKIN
BITAMIHHW

3ABOJ"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHUN
3ABOA"

YKpaiHa

MepepeecTpauis Ha HeOOMeXeHWIA
TepmiH. OHOB/EHO iHhopMaLlito B
IHCTPYKUIiT A4NA MEeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginax
"®apmakonoriyHi BnactmsocTi"
(monoBHeHHs iHdopmawdii), "MokazaHHSA"
(yTouHeHHs iHchopmadi),
"MpoTnnokasaHHa", "B3aemogia 3 iHWMmn
nikapcbkMmn 3acobamu Ta iHLWi B1uam
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHsA",
"3acTocyBaHHA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar” (4ONOBHEHHS
iHdhopmawii), "3gaTHiCTb BNAMBaTK Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWKMMK
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
[031n" (yTouHeHHs iHdhopmaLir),
"Mepeno3yBaHHs" Ta "lMobiyvHi peakwii”
BiNOBIAHO 40 OHOBNEHOT iHChopMaLi 3
6e3nekn 3acTocyBaHHs [il040i PEYOBUHMW.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANoOBigHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa OXOPOHU 3[0POB’s
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 340POB' YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpokamu, 3a3Ha4eHUMU Y NepiognyHOCTI

3a
peyenmom

He
nionsieae

UA/4802/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NoAaHHsA perynsipHuX 3BiTiB 3 6e3neku.
23. KIBEKCA™ TabneTku, BKpUTI BiiB Xenckep Benuka Brpo6Hukm Benuvka MepepeecTpalis Ha HeobMeXeHW 3a He UA/11130/01/01
nNiBKOBOKO HOK Nimitepq, BpuTaHis Hepo3dg)acoBaHol BpuTanis/ TepmiH. OHOB/IEHO iHdhopMaLlito B peyernmom niossieae
o60noHkoto, no 600 npoayKuii: Monbwa/ IHCTPYKUiT 4151 MeAUYHOro 3acToCyBaHHA y
Mr/300 mr no 10 nakco OnepeiiHc IcnaHis po3ainax: "Oco6/MBOCTi 3aCTOCYBaHHA",
TabneTok y 6nictepi; tOK Nimitea, "Mo6iuHi peakyji" Wwoao 6esnekn
no 3 6nictepu B Benvka bputaHis; 3aCTOCYBaHHS NiKapCbKoro 3acoby.
KOpOOLLi 3 KAPTOHY; nakcoCmiTKnsiAH MepioanyHiCTb NOAAHHA PerynsipHo
no 10 TabneTtok y dapmacbloTnkans OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
6nicTepi; no 3 C.A., MonbLya; BiANoBigHO A0 Mopsaaky 34iCHEeHHS
6nictepu B KOPOOL BupobHuk ans hapmakoHarnagy, 3aTBepaxeHoro
3 KapToHy; no 3 nakyBaHHsA Ta Haka3om MiHicTepcTBa OXOPOHY 340POB’S
KOpOGKM B BUMYCKY cepii: Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
KOHTEWHepHIl nakco Bennkom 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLii
ynakoBLji Tuny C.A,, IcnaHis YkpaiHu 29 ciuHs 2007 poky 3a Ne
"MynbTUNak" 73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.
24, NATAHOMNPOCT onis (cybcTaHuis) y MAT "®apmak” YkpaiHa MOHCAHI ®ANH Pecny6nika [MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/15107/01/01
thnakoHax ans KEMIKAJIC KO., Kopes niossieae
hapmaLleBTUYHOrO nTA.
3aCTOCYyBaHHSA
25. NEPKAMEH® 20 TabneTku, BKPUTI MeHapiHi INokcemby Brpo6HMLTBO HimeuyunHa MepepeecTpaLis Ha HeOBMEXEHWIA 3a He UA/0583/01/02
nNiBKOBOKO IHTepHeLloHan pr npenaparty "in bulk" TepmiH. OHOB/EHO iHhopMaLlito B peyernmom nionsieae
060/10HKO0, M0 20 OnepenLoHc Ta KOHTPO/Ib Cepii: IHCTPYKUT 4719 MEANYHOr0 3acTOCYBaHHSA
Mr; no 7 TabneTok y Trokcembypr BEPNIH-XEMI AT, nikapcbKoro 3acoby y posginax "Jlikapcbka

6nictepi; no 1
6nictepy B
KapTOHHI kopobuyj;
no 10 TabneTok y
6nicTepi; no 6 abo 9
6nicTepiB y
KapTOHHi KopobLyj;
no 14 tTabneTtok y
6nicTepi; no 1 a6o 2,
abo 4 6nictepu B
KapTOHHI Kopo6Li

HimeyunHa;
KiHueBe nakyBaHHs,
KOHTPO/b Ta BUMYCK

cepii:
BEPNIH-XEMI AT,
HimeuunHa

chopma" (BHeCeHi peaakLifiHi npaskm),
"apmakonoriyHi BnactmsocTi”,
"MpoTunokasaHHa", "B3aemogia 3 iHWMKn
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHSA",
"3paTHICTb BNIMBATK Ha LWBUAKICTb
peakLii Npn KkepyBaHHi aBTOTPaHCNOPTOM
abo iHWKMKN MexaHizmamu”,
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogysaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta fo3n" (BHECEHI
YTOUHEeHHS), "MNepeno3yBaHHA", "Mo6iYHi
peakuii" BiANoBIigHO A0 iHchopmavi
CTOCOBHO 6€e3neku, sika 3a3HaveHa B
mMarepianax peecTpauiiiHoro AOCbE.
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
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Ymosu

Peknamys

Howmep

Ne
n/n

Hassa
JNliKapcbKo20

(nikapcbka gpopma,

dopma sunycky

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

BionycKy

aHHsA

peecmpayiliHo2o
nocsio4yeHHs

3acoby

ynakoska)

Haka3oM MiHicTepcTBa OXOPOHU 3[4,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHU 340POB' YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHUMU y NepiognyHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neku.

3a

He

UA/4471/01/01

26.

NOKOIA®

Masb, 1 mr/rno 30 r
Masi y Ty6i, no 1 Ty6i
Y KapTOHHIli Kopoobui

NEO ®apma
AIC

[aHis

Temmnep Itania
C.p.N.

ITanisa

MepepeecTpauis Ha HeOOMeXeHWIA
TepMiH. OHOB/IEHO iHhopMaLLito Y
posginax "lMokasaHHs", "OcO6ANBOCTI
3acToCyBaHHA", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rofyBaHHA rpyaa” (aaHi
LLI0A0 3aCTOCYBaHHS NikapcbKoro 3acoby
BariTHUMKM TBapviHamu), "TMobiyHi peaxuii”
IHCTPYKLUi 418 MEAUYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby BignoBigHO A0
mMarepianis peecTpauiiHoro JOCbE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBigHO A0 MopsAaky 34iNCHEeHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHY 340P0B’S
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCcTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyHOCTI
nofiaHHA perynsipHuX 3BiTiB 3 6e3neku.
[MepepeecTpauis Ha HEOOMEXEHNIA

peyenmom

3a

nionsieae

He

UA/14906/01/01

27.

HEWPOLUUTUNH®

PO34MH ANns iHdysin
no 50 mn, 100 mn,
200 mn y naswui; no
1 nnsAwui B nayui; no
100 mn a6o 200 mn
Y KOHTelHepax

TOB "HOpis-
dapm”

YKpaiHa

TOB "HOpia-®apm”

YkpaiHa

TepmiH. OHOB/IEHO iHhopMaLlito B
IHCTPYKLi 415 MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby B po3ginax
"MpoTnnokasaHHs", "OcobmBoCTi
3actocyBaHHs", "MobiyHI peakuii” Ta
KopOTkili xapakTepucTuui nikapcbKoro
3acoby B po3ginax "lMpoTunokasaHHs",
"Oco6/11Bi 3aCTEPEXEHHS Ta 3anobixHi
3axoA4m Npu 3acTtocyBaHHi", "MoGiyHI
peaxuii” BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3nekn 3acTocyBaHHs
LiH0UYNX PEYOBMH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,

BignoBigHO A0 Mopaaky 34iCHEHHS

peyenmom

nionsizae
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLjii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpokamu, 3a3Ha4yeHUMH Y NepiognyHOCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3NeKu.
28. HI®PYPOKCA3UL | cycneHsisa opanbHa, BAT "leneoH YropwmHa KOHTPO/b SIKOCTI, Monbwa/ MepepeecTpavis Ha HEOOMEXEHWIA TEPMIH 3a He UA/9060/02/01
PIXTEP 220 mr/5 mn, no 90 PixTep" [L,03BiN Ha BMNYCK PymyHis MepioAnyHICTb NOAAHHSA PEryNsipHO peyernmom niossieae
M1y p/1akoHi; no 1 cepii: OHOBJIHOBAHOIO 3BITY 3 6e3neku,
(hN1aKoHy 3 JIOXKKOH- TOB "TefeoH Pixtep BiANOBIAHO A0 MopsAaKy 34iACHEHHS
[,03aTOpOM B Monbwa”, MonbLya; hapmakoHarnagy, 3aTBepaxeHoro
KapTOHHI ynakoBL,i BMPOGHMLITBO Haka3oM MiHicTepcTBa OXOPOHM 34,0POB’A
Hepo3ghacoBaHoro Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
NPOAYKTY, NEPBUHHA 3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
ynakoBka, BTOPUHHA Ykpainu 29 ciuHs 2007 poky 3a Ne
yNakoBKa, KOHTPO/1b 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
AKOCTI: OXOPOHU 340POB's YKpaiHu Bif 26 BepecHs
'epeoH Pixtep 2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
PymyHis A.T., CTpoKamu, 3a3HavyeHUMM y NepiogNYHOCTI
PymyHis noAaHHA perynsipHuX 3BiTiB 3 6e3neku.
29. OPTANEK PO34MH ANS iH'EKLN, MpusatHe YkpaiHa MpuBatHe Ykpaina MepepeecTpauis Ha HeOGMeXeHWIA 3a He UA/15028/01/01
10 mr/mn, no 1 mn B aKujioHepHe akujioHepHe TEPMiH. peyenmom nionsi2ae
amnyni, no 10 a6o TOBapuCTBO TOBapUCTBO "J1eKxim MepioAnyHICTb NOAAHHS PEryNsipPHO
100 amnyn y nayui 3 "JIekxim - - XapkiB" OHOBJIHOBAHOrO 3BITY 3 6e3neku,
KapToHy; no 1 mn B Xapkis" BifNOBigHO [0 MOpsAAKY 34iNCHEHHS
amnyni, no 5 amnyn thapmakoHarnsgy, 3aTBepmkeHoro
B 6nicTepi, no 2 Haka3zom MiHicTepcTBa OXOPOHU 3[0P0B’A
6nicTepu y nauui 3 Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
KapTOHY 3apeecTpoBaHoro B MiHicTepcTBi roCcTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 30POB'sT YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU y NepiognyHoCTI
nofaHHsA perynsipHUX 3BiTiB 3 6e3NeKu.
30. NMANABEPWH- PO3YMH ANS iH'EKLN, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina MepepeecTpavis Ha HeOOMEXEHWIA 3a He UA/4675/01/01
340POB'A 20 mr/mn, no 2 mn B 06MEXEHO0 06MEXEHOI0 TepmiH. OHOB/EHO iHhopMaLlito B peuyenmom nionsieae
amnyni; no 10 BiANOBiAa/bHI BigNOBiAA/IbHICTIO IHCTPYKUIiT AN MEAMYHOro 3aCTOCYBaHHS
amnysn y KapTOHHIl CTIo "dapmaveBTNYHA nikapcbkoro 3acoby y po3sginax
KOpoo6L; "®apmavesTu KomnaHis "3g0pos'a" "B3aemogis 3 iHWMMU fikapCbKuMn
no 2 ma1 B amnyni; YyHa KOMMaHis 3aco6amu Ta iHLWi B1UAn B3aemMogii”,
no 5 amnyny "3p0pos'a" "Oco61MBOCTI 3aCTOCYyBaHHA" BifNOBIgHO

6nictepi; no 2
6nictepn y

[0 OHOB/EHOI iHhopMmaLi 3 6e3nekn
3acToCyBaHHS [ito4oi Ta AONOMiKHMX
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHiI kopobuy; PEYOBUH.
no 2 mn B amnyni; MepiognyHICTb NOAAHHA perynspHo
no 10 amnyny OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
6nicTepi; no 1 BiANoBigHO A0 Mopsaaky 34iCHEHHS
6nictepy B hapmMakoHarnagy, 3aTBepaxeHoro
KapTOHHI Kopo6Lyi Haka3om MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
31. MEVNOHA PO3uunH ANs iHdysil K'esi ABcCTpis BMPOGHMLTBO bulk, ITanis/ MepepeecTpauis Ha HeobMeXeHWiA 3a He UA/15097/01/01
Ta opasibHOro dapmac'toTike nepBuHHe Ta ABCTpIs TepmiH. OHOB/IEHO iHdhopMaLlito B peyenmom niossieae
3acTocyBaHHs, 20 n3 rmex BTOPUHHE IHCTPYKLii ANA MeAMYHOro 3acToCyBaHHsA
mr/mn; no 1 mn B nakyBaHHs1, nikapcbKkoro 3acoby B po3ginax
amnyni, no 5 amnyn MapKyBaHHS, "Oco6n1BOCTi 3acTocyBaHHs", "Cnoci6
Y KOHTYpHiIl KOHTPO/b SKOCTI: 3acTocyBaHHS Ta 031" (YTOUHEHHS
YapyHKOBIli Anbgacirma C.n.A., iHchopmawii), "MobGiuHi peakuii" BigNoBIgHO
ynakosii, rno 2 ITanis; [0 matepianiB peecTpauiiHoro focbe.
KOHTYPHI YapyHKOBI MapKyBaHHs Ta MepiognyHICTb NOAAHHS PerynsipHo
yNakoBKM B BTOPWHHE OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
KapTOHHI Kopo6Lyi nakyBaHHs: BiANoBigHO A0 Mopsaaky 34iNCHEeHHS
.. dapma 'm6X, hapmakoHarnagy, 3aTBepaxeHoro
ABCTpIS; Haka3om MiHicTepcTBa OXOPOHY 340P0B’S
BUNYCK Cepil: Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
K'e3i 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLii
dapmac'toTikens Ykpainum 29 ciuHs 2007 poky 3a Ne
vm6X, ABCTpis 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
nofiaHHsA perynsipHuxX 3BiTiB 3 6e3neku.
32. NMAAHTACAOUN rpaHynun ans ToBapucTBO 3 YkpaiHa ToBapuncTBO 3 YkpaiHa nepepeecTpaisi Ha HeOBMeXeHNn TepPMiH 6e3 nidssieae UA/4695/01/01
A-300POB'A OP&/IbHOIO PO3UUNHY, 06MexeHo 06MexeHo OHOB/EHO iHhopmaLito y po3aini peyenma
1r/2r;Ne20:no2r BiANOBiAA/bHI BiANOBIAA/LHICTIO "B3aemogis 3 iHWMMU fiKkapcbKumMn
y cnapeHoMmy nakeTi cTo "®apmaueBTnyHa 3aco6amm Ta iHWi BUAn B3aeMogiin"
3 nanepy 3 "®apmaueBTn KoMnaris "3popos'a” IHCTPYKLiT ANA Me4MYHOro 3acToCyBaHHsA
nonieTuneHoBUM YHa KOMMaHis niKkapcbKoro 3acoby BiANOBIAHO A0
NoKpUTTSIM a6o 3 "3popos'sa" 6e3MeKn 3aCTOCyBaHHS Ajto40i peyoBUHU.

asIlOMOKOMMNEKCY;
no 10 cnapeHnx
NakeTiB y KAPTOHHIl
Kopo6ui; Ne 25: o 2
Iy cnapeHomy
nakeTi 3 nanepy 3

MepiognyHiCTb NoAaHHA PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6GE3NeKn,
BiANoBigHO A0 Mopsaky 34iCHEeHHS
hapmakoHarnagy, 3aTBepaxeHoro
Hakazom MiHiCTepcTBa OXOPOHM 340POB'st
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nonieTuIeHoOBNM Ykpainu Big 27 rpygHs 2006 poky Ne 898,
NoKpUTTSIM a6o 3 3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
a/IFOMOKOMI/IEKCY,; Ykpainm 29 ciuHs 2007 poky 3a Ne
no 12 cnapexux 73/13340 (y pepakuii Hakady MiHicTepcTBa
naketis + 1 nakert (3 OXOPOHU 30POB'A YKpaiHu Bif 26 BepecHs
2 r rpanyn) y 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
KapTOHHI Kopo6Lyi CTpoKamu, 3a3Ha4eHUMU Y NepiogNYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
33. MPOTAPIron NOPOLLIOK ANs TOB "WcTok- YkpaiHa BVMPOGHMLTBO, YkpaiHa MepepeecTpauis Ha HeobMeXeHWi 6e3 nionsi2ae UA/15042/01/02
BEBI® pO34unHy ans Mntoc" NnepBuUHHE Ta TEePMiH. peyenma
iHTpaHa3asibHoro BTOPVHHE MepiognyHICTb NOAAHHS PerynsipHo
3aCcTOCyBaHHS Mo nakyBaHHs, OHOB/IHOBAHOrO 3BITY 3 6e3neku,
0,111 dpnakoH 3 KOHTPO/1b SIKOCTI, BiANoBigHO A0 Mopsaaky 34iCHEHHS
NMOPOLLKOM Y BiNOBigabHWIA 3a thapmakoHarnsgy, 3aTBepAXeHoro
KOMMIEKTi 3 BUMYCK Cepii: Haka3om MiHicTepcTBa OXOPOHY 340P0B’S
PO34YMHHMKOM Mo 10 TOB "UcTok-Mnoc”, Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
mn (Boga Ans YkpaiHa,; 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLii
iH'ekuin) B BMPOGHMWK YkpaiHu 29 ciyHs 2007 poky 3a Ne
04HOA030BOMY PO3YMHHMKA: 73/13340 (y pepakuii Hakady MiHicTepcTBa
KOHTElHepi 3 BUPOGHMLTBO, OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs
KPULLIKOKO- nepBuHHe 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
KpanenbHuLet y nakyBaHHs, CTpOKamu, 3a3Ha4yeHVMN Y NepioguyHOCTI
KOpOOLi 3 KAPTOHY MapKyBaHHS, nofaHHsA perynsipHux 3BiTiB 3 6e3neku.
KOHTPO/b AKOCTI:
TOB "lOpis-Papm”,
YkpaiHa
34. PEBONAA™ TabneTkn, BKPUTI HoBapric LLIBeliyapi Bupo6HMLTBO, Benvka [MepepeecTpauis Ha HEOOMEXEHNIA 3a He UA/11300/01/01
NNiBKOBOKO dapma Al A KOHTPO/1b SAKOCTI: BpuTanisa/ TEePMiH. peyenmom niossieae
060/10HKOI0, N0 25 nakco OnepeWiLuHc Icnanis MepiognyHiCTb NOAAHHA perynspHo
Mr; MO 7 Tab/eToK y OK NTA, Benuka OHOB/OBAHOrO 3BITY 3 6E3NeEKU,
6nicTepi; no 4 BpuTaHis; BiANoBigHO A0 Mopsaky 34iCHEeHHS
6nictepu B Brpo6Huk gns hapmakoHarnsgy, 3aTBepiKeHoro
KapTOHHI KOpooL;i NepBMHHOTO Ta Hakazom MiHiCTepcTBa OXOPOHM 3[0P0B’s
BTOPWHHOIO Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
nakyBaHHs Ta 3apeecTpoBaHoro B MiHicTepcTsi toCcTULiT
BMNYCK Cepil: Ykpainm 29 ciuHsi 2007 poky 3a Ne
"nakco Bennkom 73/13340 (y pepakuii Hakasy MiHicTepcTBa
C.A., IcnaHis OXOPOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.
35. PEBO/IAA™ TabneTkn, BKpUTI HoBaprTic LLiseiiuapi Bupo6HMLTBO, Benuka MepepeecTpauis Ha HeobMeXeHWiA 3a He UA/11300/01/02
nniBKOBOKO dapma Al A KOHTPO/b SAKOCTI: BpuTanisa/ TEePMiH. peuyenmom niosnsieae
060/10HKO0, Mo 50 nakco OnepeWiLuHc Icnanis MepiognyHiCTb NOAAHHA perynspHo

Mr; No 7 TabneTok y
6nicTepi; no 2
6nictepu B
KapPTOHHI Kopobui

OK NTA, Benuka
BpuTaHis;
Brpo6Huk gns
NEePBUHHOIO Ta

OHOB/THOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 MopsAaky 34iACHEHHS
hapmakoHarnagy, 3aTBepaxeHoro

Hakazom MiHiCTepcTBa OXOPOHM 340POB'sl
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BTOPVHHOIO
nakyBaHHs Ta
BUMYCK Cepii:

nakco Bensikom

C.A,, IcnaHis

Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMN Y NepioguyYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.

36.

PE/TAKCUN

Kancysm Teepgi no
10 kancyny
6nictepi; no 2
6nicTepy B nayu,i

AT
"KUIBCbKIN
BITAMIHHW

3ABOJ"

YkpaiHa

AT "KI/ITBCbKI{II/I
BITAMIHHUIN
3ABO"

Ykpaina

MepepeecTpauis Ha HEOOMEXeHNIA
TepmiH. OHOB/IEHO iHdhopMaLlito B
IHCTPYKUIT ANS MEAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gini
"Oco6MBOCTI 3aCTOCYBaHHA" BiANOBIAHO
[,0 OHOBJIEHOI iHGhopMaLii 3 6e3nekn
3aCTOCYBaHHS AOMNOMDKHUX PEYOBWH.
MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBIAHO A0 Mopsaaky 34iNCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340pPOB’S
Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTuLi
Ykpainum 29 ciuHsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 3[0POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpokamu, 3a3Ha4yeHUMU y NepiognyHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/5286/01/01

37.

PO3AMAKC®

Kpanni o4Hi, po3unH
no 2,5 M po3unHy y
hNakoHi i3
KpanesnbHuueto; no 1

nakoHy y
KapTOHHI Kopo6Lyi

AT "Apaves
dapma”

Monbuya

BifNOBigaNbHWIA 3a
BMPOOHMLTBO, 3a
BUK/IOYEHHAM
BUMYCKY cepil:
Padapm AT, Mpeuist;
BiANoOBigabHMI 3a
BUMYCK Cepii:

AT "Apamves
dapma”, MonbLa

Ipeuis/
MonbLa

MepepeecTpavis Ha HeOOMEXEHWIA
TepmiH. OHOB/IEHO iHdhopMallito B
IHCTPYKLi 4151 MEAMYHOr0 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ginax
"Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogysaHHs rpyaar”, "Cnocié
3acTocyBaHHA Ta 4o3un" (Lwoao 6esnekn),
"Mo6iuHi peakuii" BigNoBIigHO A0
OHOBJIEHOI iHdhopMaLii 3 6e3neku Aitoyoi
PeyvoBUHM.

MepiognyHicTb NoaaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BigMnoBigHO A0 MNopaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepXeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340pPOB’S
Ykpainm Big 27 rpygHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCcTepcCTBi toCTuLi
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakaly MiHicTepcTBa

3a
peyenmom

He
nidssieae

UA/15147/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
O0XOPOHU 340POB'S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMH Y NepiognyHOCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3NeKu.
38. POTALE® NOPOLLOK A/1A POTA®APM TypeuunH | ®apmaBixH CaH. Be TypeyunHa MepepeecTpaLis Ha HeobMeXeHW 3a He UA/14808/01/02
PO34UHY ANS iH'EKL INAUNAPI a Tigk. A.LL. TepMiH. OHOBMEHO iHhopMmaLio B peyenmom nionsi2ae
no 0,5 r; 10 ckNsaHux ATA. WTI. IHCTPYKLi ANA MeAMYHOro 3aCToCyBaHHsA
hakoHiB 3 niKapcbKoro 3acoby y po3ginax
NOPOLLKOM Y "MokasaHHsA", a TakoX "dapmakonorivHi
KapTOHHI kopobuy; BNacTUBOCTI", "B3aemogis 3 iHWnMmn
1 CKNSAHWIA chnakoH 3 niKkapcbkvMu 3aco6amu Ta iHLi BUAK
MOPOLLKOM Y B3aemogiin", "OcobmMBOCTi 3aCTOCyBaHHSA",
KOMNAEKTi 3 1 "34aTHICTb BMN/IMBATK Ha LWBNAKICTb
amnysnoto peakLjii Npn kepyBaHHi aBTOTPaHCMOPTOM
po3uMHHMKa (Boga a60 iHWKMK MexaHismamn”, "Cnocio
015 iH ekyiin) no 5 3acToCyBaHHA Ta [o3un”,
MJ1Y KapTOHHiiA "Mepepno3yBaHHA", "MOGIYHI
KOpoo6Li; 1 cknsAHNiA peakuii”,"HecymicHicTb" BignoBigHO A0
(h1aKOH 3 MOPOLLKOM iHhopmauii Wwoao meanyHoro
y KomnnekTi 3 1 3aCTOCYyBaHHA pethepeHTHOro NikapcbKoro
amnynoto 3aco6y (Rocephin, MopoLwoK 4518 po34nHYy
PO34MHHYMKA (PO34UH NS iH’eKUil, He 3apeecTpoBaHnii B
nigokaiHy YKpaiHi).
rigpoxnopugy 1 %) MepiognyHiCTb NOAAHHA perynspHo
no 2 M/1Yy KapTOHHIl OHOBJIHOBAHOIO 3BITY 3 6e3neku,
KopoobLi BiANoOBigHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3oM MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 340POB' YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpOKamu, 3a3Ha4yeHMN Y NePiogUYHOCTI
noAaHHs perynsipHyX 3BiTiB 3 6e3neku
39. POTALE® NOPOLLOK A/1A POTA®APM TypeuunH | dPapmaBixH CaH. Be TypeyunHa MepepeecTpauis Ha HeobMeXeHWIA 3a He UA/14808/01/01
PO3UMHY ANA iH'EKLil INAYNAPI a Tigpk. A.LL. TepMiH. OHOBMEHO iHhopMaLilo B peyenmom nionsi2ae
no 1r; 10 ckNAHMX ATA. WTI. IHCTPYKLii AN151 Me4MYHOro 3aCTOCyBaHHS

(hNaKoHiIB 3
NMOPOLLKOM Y
KapTOHHI KOpoO6Lyj;
1 cKNAHWIA chnakoH 3
NMOPOLLKOM Y
KOMMIekTi 3 1
amnynoto
po3unHHYKKa (Boga
008 iH ekuid) no 10

nikapcbKoro 3acoby y po3ginax
"MokasaHHsa", a Takox "PapMakonoriyHi
BNacTUBOCTI", "B3aemogisi 3 iHWnMKn
nikapcbkMKM 3acobamu Ta iHLWi B1uam
B3aemogiji", "OcobnnBoCTi 3acTOCyBaHHA",
"3paTHICTb BN/IMBATU Ha LWBWAKICTb
peakLjii Npn kepyBaHHi aBTOTPaHCMOPTOM
abo iHWYMK MexaHizmamu”, "Crocio
3acTocyBaHHA Ta gosun",
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MJ1y KapTOHHIi "MepepnosyBaHHs", "MoGIYHI
KOpoO6Li; 1 cknsAHUIA peakuii”,"HecymicHicTb" BignoBigHO A0
)1aKOH 3 MOPOLLKOM iHthopmawii WwoAo megnmyHoro
y KOMMnekTi 3 1 3aCTOCyBaHHSA pedpepeHTHOro NikapCbKoro
amnysnoto 3aco6y (Rocephin, NOpPOLLOK AN PO3UNHY
PO3UnHHYMKA (PO3UMH [ONA iH'EKUiA, He 3apeecTpoBaHuUii B
nigokaiHy YkpaiHi).
rigpoxnopugy 1 %) MepiognyHICTb NOAAHHA perynspHo
no3,5mvny OHOB/IHOBAHOrO 3BITY 3 6e3neku,
KapTOHHI Kopo6Lyi BiANoBigHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHW 340POB’S
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 310pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMN Y NepioguyHOCTI
noJaHHs perynsipHnX 3BiTiB 3 6e3neku
40. COPLIE®® rpaHynu ans AJIKANOIL AL | Pecny6nik AJIKANOIL AL Pecny6nika MepepeecTpallist Ha HeOBMEXEHUI 3a He UA/11157/01/01
OpasIbHOI cycneHsit, Ckon'e a MiBHiYHa Ckon'e MiBHiYHA TepmiH. OHOB/IEHO iHdhopMaLlito B peyenmom niossieae
100 mr/5 mn; gnsa 60 MakefioHist Makefi0Hist IHCTPYKLii ANA MeAMYHOro 3acToCcyBaHHsA
MJ/1 cycneHasii: no 32 NiKapcbKoro 3acoby y posginax
I rpaHynary y "Oco6nmBocTi 3acTocyBaHHA", "IM06IYHI
hnakoHi 3 peaxuii” BignoBigHO A0 OHOB/IEHOT
naacTMacoBoo iHchopmawii Wwoao 6e3nekun Aitoyoi
MiPHOIO JTOXKOIO B PeyoBUHM.
KapTOHHI kopobuyj; MepiognyHiCTb NOAAHHA PerynsipHo
ans 100 mn OHOB/IHOBAHOrO 3BITY 3 6e3neku,
cycneHsii: no 53 r BiANoBigHO A0 MopsAaky 34iNCHEeHHS
rpaHynaTy y thapmakoHarnsgy, 3aTBepAXeHoro
dnakoHi 3 Haka3om MiHicTepcTBa OXOPOHY 340P0B’S
na1acTMacoBoto Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
MIpPHOIO JTOXKOIO B 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLii
KapTOHHI Kopo6Lyi YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyHOCTI
nofiaHHsA perynsipHuxX 3BiTiB 3 6e3neku.
41, TAPEH® cnpeit HazanbHWiA, CaHpo3 CnoseHis Nek CnoseHis [MepepeecTpauis Ha HEOOMEXEHNIA 3a He UA/7386/01/01
HA3A/b cycrneHsis, 50 dapmacbioTika $PapmaLeBTUYHA TEePMiH. peyenmom niosnsieae
MKr/go3a no 10 mn n3 a.a. KoMnaHis A.4. MepiognyHiCTb NOAAHHA perynspHo

(200 [03) y hnakoHi;
no 1 dpnakoHy B
KapTOHHI Kopo6bLyi

OHOB/IOBAHOrO 3BIiTY 3 6GE3NeKn,
BiANoBigHO A0 Mopsaky 34iCHEeHHS
hapmakoHarnagy, 3aTBepaxeHoro

Hakazom MiHiCTepcTBa OXOPOHM 340POB'st
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMN Y NepioguyYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
42, PEMOCTOH® TabneTkn, BKPUTI AGGOTT HigepnaH ABGOTT HigepnaHgn MepepeecTpauis Ha HEOOMEXeHNIA 3a He UA/4837/01/01
KOHTI NNiBKOBOIO Xenckea an Bionogxikans b.B. TepMiH. OHOB/IEHO iHhopMmaLito y peyenmom niossieae

060/10HKO0, No 1
Mmr/5 mr; no 28
TabneTok y 6nictepi;
no 1 a6o 2, a6o 3
6nictepu B
KapTOHHI Kopo6Lyi

Mpopaxtc B.B.

po3ginax "®apmakonoriyHi BnactnsocTi”,
"MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakuii" IHCTpyKLi ans
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby BiAnoBigHO A0 MaTepianis
peecTpauinHoro fochE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBiAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3,0POB'A
Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCcTepcCTBi toCTuLi
Ykpainum 29 ciuHsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.

FeHepanbHUii AUPEKTOP

AunpekTopaTy chapMaueBTUUHOIO 3a6e3neUeHHs

OnekcaHgp KOMAPIOA




NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIOTNYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA 40 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
30.11.2020 Ne 2759

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBsHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

5-HOK®

TabneTkn, BKpUTI
06010HKO0, Mo 50 Mr,
no 50 TabneTtok y
KOHTeliHepi; no 1
KOHTElWHepy y
KapTOHHI KOpo6Lyi

CaHpo3
dapmachbioTika

n3 p.4a.

CnoBeHis

Nex
hapmaueBThYHA
KoMMaHisa 4.4,

CnoBeHisi

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis:
3MiHM | TUNY - HE3HaYHI 3MiHK Y npoLeci
BMPOGHMLTBA ADI; 3MiHM | TUMY - 3MiHK B

cneumdikauii nepBMHHOI ynakoBku ans Adl, a
came BWNyYEeHHSI He3HaUYHUX NOKa3HWKIB

"dimension", "thermal analysis", "heavy metals",
"non-volatile residue", commercial names of LDPE
granulation; gogaHo B cneuudikaito NoKasHUKIB
«description», «thickness»; 3minu | Tuny -
BBEAEHHSA MepioAnYHOCTI KOHTposo Ana Ad®l 3a n.
"CynbthaTHa 30/1a" (KOHTPOJETLCH KOXHa 20-a
cepis); 3MiHu | TUNY - BUMYYeHHS i3 cneumdikawii
A®| He3HauHOro nokasHvka "Melting range".

[opatkoBo, y 3anponoHoBaHili cneumdikadii

napameTp «Description» BUKOHYETbCS
opraHonenTUYHO BignoBigHo fo BuMor Lek, EP,
USP. 3MiHu Wwoa0 nocunaHb MeToAiB ANns
nokasHukie «Loss on drying» Ta «Sulphated ash»,

BignosigHo fo Bumor EP, USP; 3miHu | Tuny -

BBEJEHHS NepioAnYHOCTI KOHTpoo ans Adl 3a n.
"laeHTudikauis metogom A6cop6LiiHOT
cnekTpodhoToMeTpii B iHbpayepBoHiii obnacti”
(kOHTpOMOETLCA KOXHa 12 cepis) (*IR, EP); 3miHn |
TUNY - 3a3HAYEHHS HaBaXKKW 3paska Aas
npoBefeHHs aHanisy 3a nokasHukamu “bulk
density" Ta " tapped density" 3rigHo Ph. Eur

3a peyenmom

UA/8295/01/01

5-
dTOPYPALINN
"EBEBE"

KOHLeHTpaT ans
PO34uHyY ANs iHdy3ilA,
50 mr/mn; no 5 mn
(250 mr) a6o no 10 mn
(500 mr) B amnysi; no
5 amnyn y kapTOHHil
Kopob6ui; no 5 mn (250
Mr), abo no 10 mn
(500 wmr), abo no 20
mn (1000 mr), abo no
100 mn (5000 mr) y

EBEBE
Papma
Fec.m.6.X.
Hdor Kl

AscTpist

NOBHWI LMK
BMPOGHMLTBA:
EBEBE ®apma

lec.m.6.X. Hdpr. KI.,
ABCTpIS;
KOHTPONb/BUNPOGYB
aHHsA cepii: MIMN
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpISi;
KOHTPO/1b/BUNPOOYB

AscTpisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHW | TUNY - 3MiHW BHECEHI [0 iHCTPYKUii ANns
MeAMYHOro 3acToCyBaHHSA NMikapCbKoro 3acoby Ao
po3giny "MobiuHi peakwii" BignoBigHO A0
OHOBJIEHOI iHChopMaLil 3 6e3neky 3acToCyBaHHS
Lito4oi pevoBuHY doTopypauun. BeeaeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS

3a peyenmom

UA/6058/01/01
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6nictepi; no 5

3MiHW | TUNY - 3MiHW BHECEHI A0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NiKapcbKoro 3acoby Ao

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dhnakoHi; no 1 aHHs cepii: labop /1
h1akoHy B KOpooLi + C Al, HimeyunHa
3. ABEHIO® TabneTku, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/14394/01/01
NNiBKOBOKO 3MiHuM | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa
060/10HKO10, Mo 500 HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKA
mr, no 10 TabneTok y (BnacHvKa peecTpaLiiHoro NocBig4yeHHs) - 3MiHa
6nicTepi; no 3 abo 5 HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNnacHUKa
6nicTepiB y nauui 3 peecTpaujiiiHoro noceig4eHHs1) BBeaeHHs 3MiH
KapTOHY NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS; 3MiHN
| TMny - AgMiHicTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/iMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa HalilMeHyBaHHs Ta agpecy BUpoGHuKa, 6e3
3MiHM Micus BUpobHuUTBa (BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPIXKEHHS);
3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHn) - BHeCeHHs 3MiH
00 po3giny «MapkyBaHHA» MKA N3
3arBepoxeHo: MAPKYBAHHSA Bignosigae
HaZaHOMy TEKCTY MapKyBaHHS. 3anponoHOBaHO:
MAPKYBAHHS#A 3rigHo 3aTBEpAXeHOro TekcTy
MapkyBaHHS. OHOBMIEHHS TEKCTY MapKyBaHHSA
YMakoBKM NiKaPCbKOro 3ac0by 3 BHECEHHAM
iHhopmauii Wwoao 3a3HavYeHHs OAUHULb
BMMIipIOBaHHA y cuctemi Sl (BBefeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNsa 3aTBEPAXKEHHS)
4, A3ANENTON Tabnetku no 25 mr, no MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/6059/01/01
10 Tabnetok y "TexHonor" 3MiHW | TURY - 3MiHW BHECeHI A0 IHCTpYKUiT Ans
6nictepi; no 5 MeANYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby o
6nicTepiB y nauuj 3 po3ginis: "OcobnmBocTi 3acTocyBaHHs", "Cnoci6b
KapToHy; no 50 3acTocyBaHHSA Ta o3un", "MobivHi peakuii” wono
Tabnetok y 6e3nekn 3acTocyBaHHs BiAMNoBIAHO A0
KOHTelHepi; no 1 pekoMeHAaLili CyBOpYX PerynsaTopHUX areHCTB.
KOHTeliHepy y naui 3 BBefeHHs 3MiH npoTArom 6-t micAuis nicns
KapToHY 3aTBEPKEHHS; 3MiHM | TUMY - 3MiHW BHECeHi [j0
IHCTPYKLUIT AN1A MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao posgainis: "OcobamBoCTi
3acTocyBaHHs", "Mob6iYHI peakuii” Wwogo 6e3nekn
3aCTOCyBaHHS Aito4oi pevoBUHU. BBegeHHS 3MiH
NpoTArom 6-Tn MiCALIB NicNa 3aTBEPAKEHHS
A3ANENTON Tabnetkv no 100 wmr, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/6059/01/02
no 10 TabneTtok y "TexHonor"
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

6nicTepiB y navuj 3
KapToHy; no 50
Tabnetok y
KOHTeliHepi; no 1
KOHTelHepy y nauui 3
KapTOHY

po3ginis: "OcobnmBocTi 3acTocyBaHHs", "Croci6b
3acTocyBaHHsA Ta o3un”, "MobivHi peakuii” wono
6e3nekn 3acTocyBaHHS BigNoBIAHO A0
pekoMeHAaLii CyBOpVX PErynsaTopHUX areHCcTs.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS; 3MiHM | TUMY - 3MiHW BHECEHI A0
IHCTPYKUIiT AN MEeAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginis: "OcobamBoCTi
3actocyBaHHs", "Mob6iyHI peakuii" LWoao 6e3nekn
3aCTOCyBaHHS Ailo40i pevoBUHN. BBeAEeHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS

AUrAIN®

Tabnetkv no 50 mr, no
10 Tabnetok y
6nictepi, no 3 a6o 6
6nicTepiB y nauui

AT "®apmak”

Ykpaina

AT "dapmak”
(BMpPOGHMLTBO 3
npoaykuii in bulk

hipMu-BMpOoGHMKa
AET JlabopaTtopi3
MpaiiBeT 1T4., IHAis)

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHuM | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BNacHwKa peecTpauiiniHoro NocBiAYEHHS) - 3MiHa
HaliMeHyBaHHS Ta afpecu 3asaBHUKa (BnacHnka
peecTpaujiiiHoro nocig4eHHs1) BBegeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS; 3MiHN
| TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa HalilMeHyBaHHs Ta agpecy BUpoGHuKa, 6e3
3MiHM Micus BUpobHuUTBa (BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPIKEHHS);
3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta papmakoHarnsagy (iHwi 3miHn) - BHeCeHHs 3MiH
00 po3giny «MapkyBaHHA» MKA N3
3atBepmxkeHo: MAPKYBAHHSA Po3sgain BigcyTHii
3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHs ynakoBKW NikapCbKoro 3acoby
3 BHECEHHSIM iHthopMmawii LWoAo 3a3HavYeHHs
OAVHULb BUMIpIOBaHHA y cuctemi Sl (BBeaeHHsA
3MiH NPOTArom 6-TM MICALIB NiC/A 3aTBEPAKEHHS)

3a peyernmom

UA/17556/01/01

AKCE®®

TabneTkn, BKPUTI
060n0Hkot no 250 mr,
no 10 TabneTok y
6nictepi; no 1 abo no
2 6nictepuy
KapTOHHIlA ynakoBL,i

HOBE/ INAY
CAHAI BE
TIIKAPET
AL

TypeyunH
a

HOBE/ INAY
CAHAI BE
TIOXKAPET A.LL.

TypeuyuunHa

BHeCeHHs 3MiH [0 peecTpauiiHux maTepianis:
BunpasneHo TeXHiYHY NOMWJIKY B iHCTPYKLT ANs
MeZMYHOro 3aCTOCyBaHHA B po3Aini
"MicuesHaxomKeHHs BUPOGHMKa Ta agpeca Micus
NPOBaXEHHS MOro AisnbHOCTI". 3aTBEpAKEHO:
Po3gin "MicuesHaxomxeHHs BUPOGHMKa Ta agpeca
MiCLsi MPOBaKEHHS 100 AisnibHOCTI" KBapTan
CaHkaknap, np. Ekcki Akyakompka, Ne299, 81100
M. [llo3mke, TypeyynHa. 3anponoHosaHo: Po3gin

3a peyenmom

UA/3767/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
"MicLe3HaxomkeHHs! BUpO6HMKa Ta ioro agpeca
MicLs MpoBaMKeHHS AisnbHOCT" KBapTan
Cankaknap, np. Ecki Akuakogxa, Ne299, 81100 m.
Ato3mxe, TypeyyuHa.
8. AKCE®D® TabneTku, BKPUTI HOBEN INAY TypeuunH HOBEN INAY TypeuunHa BHeceHHs1 3MiH 10 peecTpaLiliHix maTepianis: 3a peyenmom UA/3767/01/02
060/10HKOI0 M0 500 Mr CAHAI BE a CAHAI BE BUMNpaB/ieHo TeXHIYHY NOMUIIKY B iHCTPYKLi A/1s1
no 10 TabneTtok y TIOKAPET TIODKAPET A.LL. Me[MYHOro 3acTocyBaHHA B po3gini
6nictepi; no 1 a6o no A.LL. "Micue3HaxompKeHHA BUPO6HVKa Ta agpeca Micus
2 6nictepuy NPOBaKEHHS NOro AisnbHOCTI". 3aTBepAKeHo:
KapTOHHI ynakoBLi Po3gin "Micue3HaxomkeHHs BUpobHMKa Ta agpeca
MiCLil NPOBaXEHHS MOro AissibHOCTI" KBapTan
CaHkaknap, np. Ekcki Akyakogka, Ne299, 81100
M. [ro3mke, TypeyunHa. 3anponoHoBaHo: Po3ain
"MicLe3HaxomkeHHs1 BUPOGHMKa Ta iioro agpeca
MicL NpoBaKeHHN AisnbHOCTI" KBapTan
Cankaknap, np. Ecki Akuakogxa, Ne299, 81100 m.
Aro3axe, TypeyynHa.
9. ANEProgun® cnpeit HasasbHWI MELA dapma HimeuumnH Magayc 'mbX, HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 peyenma UA/4072/02/01
no3o0BaHuii, 1 mr/mn; M6X eHp Ko. a HimeuyunHa 3MiHu | TUNY - NOAAHHA OHOBIEHOTO cepTudikaTa
no 10 mn y hnakoHi 3 Kl (anbTepHaTuBHUiA BiZiNOBIAHOCTI €Bponeiichbkiin hapmakonei Ne R1-
HarBMHYeHUM BMPOBHMK CEP 2009-333-Rev 00 ans gjto4oi pe4yoBuHn
posnunoBayem; no 1 BiANOBigabHUIA 3a Azelastine hydrochloride Big, Bxe 3aTBepaxeHoro
(h1aKoHY B KapTOHHii BMPOGHULITBO Brpo6HmKa EVONIK TECHNOCHEMIE GmbH;
ynakoBLj Hepo3dacoBaHo| 3MiHK | TUNY - NpUBEAEHHST cneymdikay,ii giroyoil
NPOAYKL,iT, NnepBUHHE PeyYoBMHM a3enacTuHy rigpoxaopua y
Ta BTOPUHHE BiANOBIAHICTL A0 MOHOrpadii «Azelastine
nakyBaHHs, hydrochloride» EP 3a nokasHukamu «CynpoBigHi
KOHTPO/Ib SKOCTi Ta OOMILLKM», BUAANIEHHS NOKa3HWKIB «[1po30picTb»,
Bunyck cepii); MEJA «KonboposicTb». MNponoHoBaHa pefakLis
MeHblotheKYepuHr CynpoBigHi gomiwkn Jomiwka A: < 0,15%
vM6X, HimeuunHa Jowmiwka B: <0,15% fowmiwka C: < 0,15%
(BUPOGHUK, Jowmiwka E: < 0,15%; 3MiHu | TUNY - nogaHHs
BiANOBIAa/IbHWI 32 OHOBJIEHOIO cepTudikaTa BignoBigHOCTI
BMPOGHMLITBO €Bponelicbkii hapmakonei Ne R1-CEP 2009-333-
Hepo3acosaHol Rev 01 gns gitouvoi peyosuHu Azelastine
NPOAYKLii, NepBNHHE hydrochloride Big Bxe 3aTBepKEHOr0 BUPOOHMKA
Ta BTOPUHHE EVONIK TECHNOCHEMIE GmbH, sik Hacnigok
nakyBaHHs, NPOLOBXEHO TEPMIH NOBTOPHOIO TECTYBaHHSA 3 48
KOHTPO/Ib SIKOCTI); 00 60 micsuiB; 3MiHM | TUNY - NOAAHHS OHOB/IEHOTO
MEJA ®apma M'm6X cepTudpikaTa BignoBiAHOCTI EBpONECHKii
eHp Ko. KT, thapmakonei Ne R1-CEP 2009-333-Rev 02 gns
HimeuunHa nitoyoi pevoBuHn Azelastine hydrochloride Big Bxe
(BMPOGHUK, 3aTBEPKEHOrO BUPOGHUKA, K HACNiA0K 3MiHa
BiANOBIgaNbHMIA 3a Ha3su Ta agpecyu BnacHuka CEP Ta 3MiHa Ha3Bu
BMNYyCK cepii) BMPOBHNYOT AiNSHKN
10. ANEProcTon TabneTku, BKPUTI MPAT Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/10337/01/01
® nniBKOBOIO "®ITOPAPM" 3MiHU | TUMY - BHECEHHS 3MiH 40 PO3Ainy «YMOBK

060/10HKO1, N0 5 ™r;

36epiraHHa» BHACAIAOK onTuMi3au,i
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

no 10 TabneTtok y
6nictepi; no 1 a6o 2
6nictepn y nauui 3
KapTOHY

TemnepaTypHOro pexmmy. 3anponoHoBaHo:
YMOBW 3BEPITAHHSA 36epiratv B opuriHasibHil
ynakosLi, npu Temneparypi He suwe 25 °C.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS

11.

ANIKCOIg,
(NONIMEPU30
BAHUI
EKCTPAKT
ANEPTEHY)

cycneHsia ans
NiALKIPHOTO BBEAEHHSA
2000 Ta 10000 TO/™Mn;
no 2,5 Mn 'y gonakoHi;
dhnakoH 3 Npo3oporo
ckna | Tuny 3 npobkoto
3 ByTUKaYUyKy,
3aKyrnopeHuii
KOBMAaYKoOM CPiGHOro
(cbnakoHm A 2000 TO
[AN19 N0YaTKOBOrO
NikyBaHHs) abo
6/1aKNTHOTO KO/IbOpY
(cpnakoHn B 10000 TO
ans
nigTPUMyBaIbHOrO
NiKyBaHHS); no 2
hnakoHu (yKynopei
KOBMAYKOM CPiGHOro
(cbnakoHn A 2000 TO
N5 N0YaTKOBOro
niKyBaHHs) Ta
61aKUTHOTO KONbOpy
(cbnakoHn B 10000 TO
ans
niATPMMYBa/IbHOrO
nikyBaHs)) abo no 1
hnakoHy
3aKynopeHomy
KOBMaYkoM
6/1aKNTHOTO KO/IbOpY
(cpnakoHn B 10000 TO
ans
nigTPUMyBaIbHOrO
niKyBaHHS) y 6iniii
Kopobui 3
YAAPOCTINKOro
naacTuky, Lo
3anoBHeHa CniHeHUM
MaTepiasiom

IHMYHOTEK,
C.n.

IcnaHis

IHMYHOTEK, C.J1.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHM Y BUPOGHULTBI (iHLLI 3MiHK).
YTouHeHHs dhyHKLili BUpobHuka IHMYHOTEK,
C.J1. B peecTpaviiiHomMy nocBigueHHi, MKA Ta
Ha3BW KpaiHN BUPOGHMKa aHrNiicbKo MOBOK B
peecTpaviiiHOMy NOCBiAYEHHI.

3a peyenmom

UA/17900/01/01

12.

AJIKCOIf,
(CYMILL

cycneHsia gns
NiAWKIPHOrO BBEAEHHS

IHMYHOTEK,
C.J.

IcnaHis

IHMYHOTEK, C.J1.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKMiA

3a peyenmom

UA/17905/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

NONIMEPN30B
AHUX
EKCTPAKTIB
ANEPTEHIB)

2000 Ta 10 000
TO/Mn; no 2,5mMny
hnakoHi; hiakoH 3
npo3oporo ckna | Tuny
3 Npo6KoIo 3
B6yTUNKayuyKy,
3aKyrnopeHwii
KOBMAaYKoOM CPiGHOro
(cbnakoHm A 2000 TO
[AN19 N0YaTKOBOrO
NikyBaHHs) abo
6/1aKNTHOTO KOSIbOPY
(conakonHn B 10000 TO
ans
nigTPUMyBaIbHOrO
nNiKyBaHHs); no 2
hnakoHu (yKynopeHi
KOBMA4KOM CPiGHOro
(conakoHn A 2000 TO
AN N0YaTKOBOro
niKkyBaHHs) Ta
61aKUTHOTO KONbOpY
(cbnakoHn B 10000 TO
ans
niATPMMYBaJ/IbHOrO
nNikyBaHHs)) abo no 1
dhnakoHy
3aKynopeHomy
KOBMNaYKkoM
6/1aKNTHOTO KOSIbOPY
(cbnakoHn B 10000 TO
ans
nigTPUMyBaIbHOrO
niKyBaHHs) y 6iniii
Kopobui 3
YAAPOCTINKOro
naacTuky, Lo
3anoBHeHa CniHeHUM
MaTepiasiom

3aci6. 3MiHN y BUPOOHMUTBI (iHLWi 3MiHN).
YTOUHeHHS hyHKLili BUpo6HUKka IHMYHOTEK,
C.J1. Ta Ha3BM KpaiHW BMPOOHUKA aHrNiNCbKO

MOBOI0 B peecTpav,iliHoMy MOCBiAYEHHI.

13.

ANMIPAN

PO34YMH ANS iH'EKLN,
75 mr/3 mn no 3 Mn B
amnyni; no 5 amnyny
6nicTepi; no 1 abo 2
6nicTepy y KapTOHHiIl
Kopoo6Li

Mepokemi
nTa

Kinp

Mepokemi 1T/,
(AmMNynbHUI
IH eKuUiHMA 3aBoa)

Kinp

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHKM | TUNY - BHECEHHSA 3MiH A0 po3ainy
«MapkyBaHHs» MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEpAXKEHOrO TEKCTY
MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA
YMakKoBKM NiKapCbKOro 3ac0by 3 BHECEHHAM
iHhopmauii Wwoao 3a3HavYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl. BBeeHHSA 3MiH
npoTArom 3-x MicaUiB Mic/1sA 3aTBEPAKEHHS

3a peyenmom

UA/9465/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
14. AJIOPA® TabneTkn, BKpUTI HOBE/ INAY TypeuuunH HOBE/N INAY TypeuunHa BHeceHHs 3MiH 0 peecTpaviiiHix maTepianis: 6e3 peyenma UA/5140/02/01
060/10HKO0, Mo 100 Mr CAHAI BE a CAHAI BE 3MiHm | TNy - 3MiHK WOA0 6e3neKn/eddeKTUBHOCTI
no 10 TabneTtoky TIIKAPET TIOXKAPET A.LL. Ta thapmakoHarnsgy (iHwi 3MiHn) - OHOBNEHHS
6nicTepi; no 2 abo 5 A.LL. TEeKCTYy MapKyBaHHS YNakoBKY /iKapCbKOro 3acoby
6nicTepiB y KAPTOHHIl 3 BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHs
ynakoBLi OAVHVLb BUMIPIOBaHHSA Y cnctemi Sl. BeegeHHs
3MiH NPOTAroM 6-TW MiICALIB NiC/1A 3aTBEPAKEHHS.
15. ANNbBYMIH- PO34uH ANs iHgysil TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/15875/01/01
BIO®APMA 10 %, no 50 mn, 100 "BIOPAPMA MNA3MA", YkpaiHa 3MiHW | TUMY - OHOB/IEHHS TEKCTY MapKyBaHHS
M1y dp1akoHi; no 1 NMNA3MA" (BpOGHMLTBO, yMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
hnakoHy y nauui 3 nepBuHHe iHhopmaLii WwoA0 3a3HaYEHHS OAUHULb
KapTOHY nakyBaHHs,; BMMIiptoBaHHA y cuctemi Sl. 3miHn fo posginy
BMPOGHMLTBO, «MAPKYBAHHS#A» MKA. 3anponoHoBaHo: Po3gin
nepBuHHe Ta «MapkyBaHHS». 3rigHO 3aTBEPKEHOr0 TEKCTY
BTOPWHHE MapKyBaHHs. TepMiH BBEAEHHS 3MiH - MPOTAroMm 3
nakyBaHHs1, BUMYCK MicsILiB Micns 3aTBePKEHHS
cepiii; KOHTPOb
AKOCTI)
16. ANbBYMIH- PO34uH ANs iHQysil TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/15875/01/02
BIO®APMA 20 %, no 50 mn, 100 "BIO®PAPMA MNA3MA", YkpaiHa 3MiHM | TUMY - OHOB/IEHHS TEKCTY MapKyBaHHS
My dh/1akoHi; no 1 MNNA3MA" (BMPOGHMLTBO, yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
hnakoHy y nauui 3 nepBuHHe iHbopmaLii WwoAo 3a3HaYeHHSA OAUHULb
KapTOHY nakyBaHHs, BUMIiptoBaHHA y cuctemi Sl. 3mMiHu fo po3giny
BMPOBHMLTBO, «MAPKYBAHHSA» MKA. 3anponoHoBaHo: Po3gin
nepBuHHe Ta «MapKyBaHHS». 3rigHO 3aTBEPKEHOT0 TEKCTY
BTOPWHHE MapKyBaHHSA. TepMiH BBEiEHHA 3MiH - MPOTAroMm 3
nakyBaHHs1, BUMYCK MiCsILiB MiCNsi 3aTBEPAYKEHHS
cepiii; KOHTPO/b
AKOCTI)
17. ANb®A-NINOH | TabneTkun, BKPUTI AT YkpaiHa AT "KMNIBCbKIW YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/4766/01/01
nniBKOBOKO "KNIBCbKWI BITAMIHHUIA 3MiHW | TUNY - BUNYYEHHS BUPOOHUKIB ADI 3i
060/10HKO10, Mo 300 BITAMIHHUIA 3ABO4" cknagy N3 Anbcha-ninoH: «Shanghai Shyndec
Mr; no 10 TabneTok y 3ABOA" Pharmaceutical Co., Ltd», Knutaii, Ta «Laboratorio
6nicTepi, no 3 Chimico Internazionale S.P.A.», ITania. fitova
6nictepu y nauui pevoBuHa: *Anba-ninoesa (TiokToBa) kucnota
(«Laboratorio Chimico Internazionale S.P.A.»,
ITania, «Shanghai Shyndec Pharmaceutical Co.,
Ltd», Kutaii, «Suzhou Fushilai Pharmaceutical
Co., Ltd», Kutaii)
MponoHoBaHa pepakuin: Cknag 1 Tabnetka
MicTuTb: [litoya pevoBuHa: *Anbha-ninoesa
(TiokToBa) kucnota («Suzhou Fushilai
Pharmaceutical Co., Ltd», KnuTait)
18. ANNb®A-NINOH | Tabnetku, BKPUTI AT Ykpaina AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/4766/01/02
nniBKOBOIO "KUIBCbKWI BITAMIHHWIA 3MiHM | TURY - BUNYyYEHHS BUPO6HUKIB ADI 3i
060/10HKO10, 1Mo 600 BITAMIHHMIA 3ABO4" cknagy N3 Anbcba-ninoH: «Shanghai Shyndec
mr; no 10 TabneTok y 3ABOA" Pharmaceutical Co., Ltd», Kutai, Ta «Laboratorio
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

6nicTepi, no 3 abo 6
6nicTepiB y nauui

Chimico Internazionale S.P.A.», ITania. fitoua
peyoBuHa: *Anba-ninoesa (TiokToBa) kucnoTa
(«Laboratorio Chimico Internazionale S.P.A.»,
ITanis, «Shanghai Shyndec Pharmaceutical Co.,
Ltd», Kutali, «Suzhou Fushilai Pharmaceutical
Co., Ltd», KuTaii)

MponoHoBaHa pegakuis: Cknag 1 Tabnetka
MicTUTb: [litova pedoBuHa: *Anba-ninoesa
(tiokToBa) kucnota («Suzhou Fushilai
Pharmaceutical Co., Ltd», Kutait)

19.

AM-ANITEP

Tabnetku no 4 mr/10
mr, no 10 TabneTok y
6nicTepi; no 3
6nictepu y nauui

TOB HB®
"MIKPOXIM"

YkpaiHa

ToBapucTso 3
0bMexeHot
BifnNoBIAAbHICTIO
HaykoBo-BMpo6GHNYa
ipma "MIKPOXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHW | TUNY - 3MiHW BHECEHI A0 IHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA /likapCbKoro 3acoby y
po3ainu "MpoTtunokasaHHs", "Oco6anBOCTi
3acTocyBaHHs", "Mob6iyHI peakuii” 3rigHo 3
iHbopMmauieto Wwoa0 MeguyHOro 3acTocyBaHHs
pedoepeHTHoro fikapcbkoro 3acoby (bi-
MpecTapiym, Tabnetkv). BBeAeHHS 3MiH NPOTArOM
6-Tn MicAUiB nicnsA 3aTBEPKEHHSA

3a peyenmom

UA/17391/01/02

20.

AM-ANITEP

Tabnetku no 8 mr/5 mr,
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy y nauui

TOB HB®
"MIKPOXIM"

Ykpaina

ToBapucTso 3
06MexeHot
BiANOBIAA/IbHICTIO
HaykoBo-B1pobHUYa
thipma "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:
3MiHM | TUNY - 3MiHW BHECEHI [0 IHCTPYKLii gns
Me[M4YHOro 3aCTOCYBaHHS NMiKapCcbKoro 3acoby y
po3ginu "MpotunokasaHHs", "Ocob6anBoCTi
3acTocyBaHHs", "Mo6iYHi peakuii” 3rigHo 3
iH(bopMmaLieto Woa0 MeguyHOro 3acTocyBaHHs
pedoepeHTHoro fikapcbkoro 3acoby (bi-
MpecTapiym, TabneTkn). BBegeHHS 3MiH NPOTSrom
6-Tn MicAUiB nicNs 3aTBEPKEHHS

3a peyenmom

UA/17391/01/03

21.

AM-ANITEP

Tabnetkv no 8 mr/10
Mr, no 10 TabneTtok y
6nicTepi; no 3
6nicTepu y nauui

TOB HB®
"MIKPOXIM"

Ykpaina

ToBapucTso 3
0bMexeHoto
BiANOBIAA/ILHICTIO
HaykoBo-B1pobHUYa
dhipma "MIKPOXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUMY - 3MiHW BHECEHI A0 IHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ginu "MpotunokasaHHs", "Ocob6nBoCTi
3actocyBaHHs", "lNo6iuHI peakyii” 3rigHo 3
iHbopMmaLieto Woa0 MeguyHOro 3acTocyBaHHs
pedyepeHTHOro fikapcbkoro 3acoby (bi-
MpecTapiym, Tabnetkv). BBeAeHHS 3MiH NPOTArOM
6-Tn MicAUiB nicNs 3aTBEPIKEHHS

3a peyernmom

UA/17391/01/04

22.

AM-ANITEP

TabneTtkn no 4 mr/5 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepy y nauui

TOB HB®
"MIKPOXIM"

Ykpaina

ToBapucTso 3
0bMexeHoto
BiANOBIAA/ILHICTIO
HaykoBo-B1pobHUYa
dhipma "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHW | TUMY - 3MiHW BHECEHI A0 IHCTPYKLii Ans
MeAMYHOro 3aCToCyBaHHA NikapCbKoro 3acoby y
po3ginu "MpoTunokasaHHs", "Ocob6nBoCTi
3acTocyBaHHs", "lMo6iyHI peakyii” 3rigHo 3
iHbopMmaLlieto Woa0 MeanyHoro 3acTocyBaHHs

3a peyernmom

UA/17391/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

pedhepeHTHOro nikapcbkoro 3acoby (bi-
MpecTtapiym, TabneTkun). BBegeHHSA 3MiH NPOTAroM
6-TV MicALiB NiCNsA 3aTBEPAKEHHS

23.

AMNINIH

TabneTku, BKpUTI
nniBKOBOO
060/10HKO0; 10 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopo6Lyi

TOB «YOPN],
MEONLMH»

YkpaiHa

JNIABEOPATOPIA
BEWI-KPEAT -
BEPHYNE

PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHa 3asiBHMKa (B/lacHUKa peecTpaviiioro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne460). 3MiHM BHECEHI B iHCTPYKLUIT Ansa
Me[nYHOro 3actocysaHHs /13 y p."3aaBHuK"
(BBegeHHs 3MiH npoTarom 3-Xx micauis nicns
3aTBEePKEHHS); 3MiHU | TUNY - 3MiHW WOA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cucTtemy thapmakoHarnsagy (ssefeHHs
y3araJlbHeHUX faHunx npo cuctemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA dhapmakoHarnsagy;
KOHTaKTHOI 0cO6U 3 (hapmMakoHarnsgy 3asaBHUKa
[ONA 3ajiCHEHHS hapMakoHarnsgy B YKpaiHi, AKLLo
BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0C06H,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaxxeHoi ocobu
3asBHWKa, BIANOBIAA/ILHOI 3a hapmMakoHarnsg,
[Oirova pepakuia: PycyaaH Ecakis / Rusudan
Esakia. NponoHoBaHa pegakuis: MNyano MNaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBigansHOT
3a hapmakoHarnag. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemm
hapmMakoHarnsaay; amiium | tuny - 3miHn Wwoao
6e3nekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHKN) - OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLlii
LL{0/0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl (BBegeHHS 3MiH NpoTAroMm 3-x micsuis
nicns 3aTBepKEeHHs)

3a peyenmom

UA/13455/01/01

24.

AM®ONIN

cycneHsia gns
PO34unHY ANs iHQy3il,
5 mr/mn, no 2 mn, abo
no 10 mn, a6o no 20
M1y CKNSIHOMY
dnakoHi; no 1
hnakoHy B 6icTepi;
no 1 6nictepy pasom 3
ro/IKO-PiNLTPOM Y

Bxapar
Cipamc eHp,
BakuuHc
NimiTen

IHgis

Bxapat Cipamc eHg,
BakuuHc Nimiteq,

IHgis

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobum
3a8BHUKA, BiAMNOBiAa/IbHOI 3a 3A4iAICHEHHS
thapmakoHarnsgy: MponoHosaHa pefakuis: Ap.
Mpasita Apas / Dr. Pravita Yadav. 3miHa
KOHTaKTHUX JaHuX yNoBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHH hapmakoHarnsay

3a peyenmom

UA/5704/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nicTepi B KAPTOHHIl
Kopo6Li.
25. AHrIO-IH'ENb PO34MH ANs iH'EKL MO Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/6658/01/01
1,1 mn B amnyni; no 5 XalinbMmiTTens a XainbmitTrens 3MiHW | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHSA
amnyn y KOHTYpPHIiA Xeenb M'm6X Xeenb M'm6X yNaKkoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
YapyHKOBIli ynakoBLyj; iHchopMmawii LWoA0 3a3HaYEHHS OAUHULb
no 1 KOHTYpHIW BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 1o
YapyHKOBIli ynakoBLii B po3giny “MapkyBaHHs" B 3aTBepmpKeHnx MKA N13.
KOpOO6Li 3 KapTOHY; Mo 3anponoHoBaHo: MAPKYBAHHSA.
1,1 mn B amnyni; no 5 BignosigHoO [0 3aTBEPAXEHOro TEKCTY
amnysn y KOHTYPHiiA MapkyBaHHS. BBeieHHs 3MiH NpoTArom 6-Tn
YapyHKOBIli ynakoBLyj; MicsILiB MicNsi 3aTBEPYKEHHS
Nno 2 KOHTYpPHi
YyapyHKOBi YNakoBK/ B
KOpoo6L;
no 1,1 mn B amnyi; no
5 amnyn y KOHTYpHiiA
YapyHKOBIli ynakoBLyj;
Nno 20 KOHTYPHUX
YapyHKOBUX YNakoBOK
Y KOpo6L,i 3 KapTOHY
26. AHTUMITPEH- TabneTkn, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/3947/01/01
340POB'A nniBKOBOO 06MeXeHoto 06MeXeHoto 3MiHU | TUMY - 3MiHW BHECEHO [0 IHCTPYKUiT Ans
060/10HKO10, Mo 100 BignoBigasibHi BiANOBIAA/TbHICTIO MeANYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby o
mr, no 1 tabnetyjiy CTHo "papmMaueBTNYHa po3gainy "Mo6iuHi peakwji " Wwoao 6e3nekn
6nicTepi; no 1 a6o 3 "®apmMaueBTn KOMnaHis 3aCTOCYBaHHA Ajit040T PeYOBUHN CyMaTpunTaHy,
6/1icTepy B KAPTOHHIM YyHa KOMMaHis "3p0poB'a”, YkpaiHa BigMnoBigHO 40 pekomeHaauii PRAC EMA.
Kopob6ui; no 3 "3popos'a" (Bci cTagji BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
Tabnetkn y 6nictepi; BUPOBHULTBA, 3aTBEPAXKEHHS
no 1 6nictepy B KOHTPO/b SKOCTI,
KapTOHHI Kopo6Lyi BUNYCK cepil);
ToBapucTso 3
06MeXeHoI0
BiANOBIAA/IbHICTIO
"®APMEKC rPyn",
YkpaiHa (Bci cTagii
BMPOGHMLITBA,
KOHTPO/1b SKOCTI)
27. AHTUMITPEH- TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/3947/01/02
340POB'A nniBKOBOKO 06MeXeHo 06MeXeHo 3MiHK | TUNY - 3MiHW BHECEHO A0 IHCTPYKLT Ans
060/10HKOI0, N0 50 Mmr, BiANOBIAa/IbHI BiANOBIAA/LHICTIO MeZMYHOro 3aCTOCyBaHHA MikapCbKoro 3acoby Ao
no 1 rabnetuyjiy cTHo "®dapmaueBTuyHa po3gainy "Mo6iuHi peakwji " woao 6esnekn
6nicTepi; no 1 a6o 3 "GapmaueBTu KOMnaHis 3aCTOCYBaHHS Ail040i peHOBUHY CyMaTpunTaHy,
6nicTepy B KAPTOHHIl YyHa KoMnaHis "3p0poB'a", YkpaiHa BifNOBIgHO [0 pekomeHaaLin PRAC EMA.
Kopob6ui; no 3 "3popos's" (Bci cTagji BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
Tabnetku y 6nicrepi; BUPOGHULTBA, 3aTBEepPIKEHHS
no 1 6nictepy B KOHTPOb AKOCTI,
KapPTOHHI Kopobui BUMYCK cepii);
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"®APMEKC IrPymn",
YkpaiHa (Bci cTagil
BMPOGHMLITBA,
KOHTPO/b SIKOCTi)
28. APUMNPA30/I® | Tabnetku no 15 mr, no TOB "ACIHO Ykpaina TOB "®dapma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/15765/01/02
10 Tabnetok y YKPAIHA" 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
6nicTepi; no 1, 3 abo 6 BiANoBigHOCTI EBponelickkiin hapmakonei Ne R1-
6nicTepiB y KAPTOHHIl CEP 2014-011-Rev 00 ans gjto4oi pe4yoBuHu
navui Aripiprazole Bif Bxe 3aTBEpAKEHOro BUPO6HMKaA
ZHEJIANG HUAHAI PHARMACEUTICAL CO.,
LTD
29. APUNPA30/I® | Tabnetku no 10 mr, no TOB "ACIHO Ykpaina TOB "®dapma Ctapt" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a peyenmom UA/15765/01/01
10 Tabnetok y YKPAIHA" 3MiHu | TUNY - NOAAHHA OHOBIEHOTO cepTudikaTa
6nicTepi; no 1, 3 abo 6 BiZiNOBIAHOCTI €Bponeiichbkiin hapmakonei Ne R1-
61icTepiB Y KapTOHHIN CEP 2014-011-Rev 00 ans gjto4oi pe4yoBuHn
nauuj Aripiprazole Big Bxe 3aTBEpAKEHOr0 BUPOOHMKA
ZHEJIANG HUAHAI PHARMACEUTICAL CO.,
LTD
30. APYTMON® Kpanni o4Hi, pO34uH, TOB "bayLu Ykpaina Op. F'epxapa MaHH, HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/4073/01/01
2,5 mr/mMn; no5mny Xenc" Xewm-thapm. dabdpuk ®paHuisa 3MiHW | TUMY - BHECEHHSA 3MiH [0 PO34iny
NNacTUKoBOMy vM6X, HimeyunHa «MapkyBaHHsA» MK#A J/13»: 3anponoHoBaHo:
hnakoHi-kanenbHuL, (BMpPOGHULTBO MapkyBaHHS. BignosigHO [0 3aTBEPKEHOrO
Bottelpack, sikuii 6asky, nepB1MHHe TEKCTY MapkyBaHHA. OHOBJ/IEHHS TEKCTY
3aKpnBaETLCA nakyBaHHs, MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3
KPWLLIKOIO, L0 BTOPWHHE BHECEHHSAM iHhopMaLii WoA0 3a3HauYeHHs
HarBMHYyeTbCA, 3 nakyBaHHs, OAVHVLb BUMIPIOBaHHSA Y cnctemi Sl. BBegeHHsA
npo6iliHnkom; no 1 aHaniTNyHi 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepOKeHHS
hnakoHy-KpanesibHUL BMNPOBGYBaHHS,
B KapTOHHiii KopobLyj; BUNYCK cepil);
no 5 mn y dnakoHi, 3 NabopaTopis
KpanesibHuLelo Ta LLloBeH, ®paHuis
rBMHTOBOIO KPULLIKOIO; (BpO6GHMLTBO
no 1 conakoHy B 6as1Ky, NepBrHHe
KapTOHHI KopooLli nakyBaHHs,
aHaniTNYHi
BMNPOGYBaHHS)
31. APYTUMON® Kpanni O4Hi, po3unH, 5 TOB "bayLu Ykpaina [Op. F'epxapg MaHH, HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/4073/01/02
Mmr/Ma; no 5 mny Xenc" Xewm-thapm. dabpuk ®paHuisa 3MiHV | TUMY - BHECEHHSA 3MiH [0 po3Ainy
nnacTUKoBomy vM6X, HimeuunHa «MapkyBaHHsA» MKH J13»: 3anponoHoBaHo:
hnakoHi-kanenbHuL, (BUPOGHULTBO MapkyBaHHS. BignoBigHO [0 3aTBEPKEHOr0
Bottelpack, sikuii 6asky, nepB1MHHE TEKCTY MapkyBaHHA. OHOBJ/IEHHS TEKCTY
3aKpnBaETLCA nakyBaHHs, MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
KPWLLIKOHO, L0 BTOPWHHE BHECEHHSIM iHdhopMaLii LWoA0 3a3HaYeHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
HarByHYyeTbCH, 3 nakyBaHHs, OfVHULIb BUMIpIOBaHHA y cuctemi Sl. BefeHHs
npo6iliHnkom; no 1 aHaNiTU4HI 3MiH NPOTArom 6-Tu MiCALIB NicNa 3aTBEPIKEHHS
hakoHy-KpanesibHUL BMNPOOGYBaHHS,
B KapTOHHI1 kopobuy; BMNYCK cepii);
no 5 mn y cpnakoHi, 3 Nab6opaTtopis
KpanesibHuLeo Ta LLloseH, ®paHuis
rBUHTOBOO KPULLIKOIO; (BMPO6HNLTBO
no 1 dpnakoHy B 6asky, nepBuHHe
KapTOHHI KOpOOL;j nakyBaHHs,
aHasTiTUYHI
BMNPO6YBaHHS)
32. ACKOPBIHOBA | po3unH A5 iH'eKUii, MpuBaTHe Ykpaina MpusaTHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/12847/01/01
KNCNOTA 50 mr/mn, no 2 mn B akuioHepHe akuioHepHe 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHSA
amnyni; no 10 amnyn y TOBapWCTBO TOBapuCTBO "JTeKXim yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
KapTOHHI nayui 3 "Nlekxim- - Xapkis" iHchopMmaw,ii LWoA0 3a3HaYEHHS OAUHULIb
neperopogkamu; no 2 Xapkis" BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 1o
M/ B amnyni; no 5 po3giny MKA: TPA®IYHE O®OPMJ/IEHHA
amnyn B 04HOGIYHOMY YMNAKOBKW NponoHoBaHa peakLis
6nicTepi, no 2 MAPKYBAHHA. 3rigHo 3aTBEpAXEHOro TekcTa
6nictepa y nauui; no 2 MapKyBaHHs. TepMiH BBEA,EHHSA 3MiH NPOTArom 3
M1 B amnyni; no 100 MiCALIB MiCNsA 3aTBEPKEHHS
amnysn y KapTOHHIl
KopobLi 3
neperopogkamu
33. ACKOPBIHOBA | po3uuH Ons iH'eKUii, MpuBaTHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a peyenmom UA/12847/01/02
KNCNOTA 100 mr/mn, no 2 mn B akujioHepHe akujoHepHe 3MiHU | TUMY - OHOBMEHHSA TEKCTY MapKyBaHHs
amnyni; no 10 amnyn y TOBapUCTBO TOBapUCTBO "JTeKXim YNaKoBKM JTiKapCbKOro 3acoby 3 BHECEHHAM
KapTOHHIN nauui 3 "J1ekxim- - Xapki" iHhopmaLii WwoAo 3a3Ha4YeHHS OAUHULb
neperopogxkamu; rno 2 Xapkis" BUMIpIOBaHHSA y cucteMi Sl. BHeceHHs 3MiH a0
M/1 B amnyni; no 5 po3giny MKA: TPA®IYHE O®OPMJ/IEHHA
amnyn B 0HOGIYHOMY YNAKOBKW lMponoHoBaHa pegakuis
6nicTepi, no 2 MAPKYBAHHSA. 3rigHo 3aTBEpAKEHOro TeKcTa
6nictepa y nadui; no 2 MapKyBaHHs. TepMiH BBEAEHHS 3MiH NpoTsrom 3
M1 B amnyni; no 100 MicsILiB Micns 3aTBepoKEHHS
amnysn y KapTOHHil
Kopobui 3
neperopogkamu
34. ACIIKAM Tabnetku no 7,5 mr no Biochapm 14 Monbua BIO®APM NTLA Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/3719/01/01
10 Tabnetok y 3MiHW | TUMY - BHECEHHS 3MiH [0 pO34iny
6nicTepi; no 1 a6o 2, «MapkyBaHHs» MKS /13; 3anponoHoBaHo:
abo 3 6nictepu y MAPKYBAHHSA 3rifgHo 3aTBEpA)KEHOIO TEKCTY
KapTOHHI Kopo6Li MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmawii LWoA0 3a3HaYEHHA OAUHULIb
BVMIipIOBaHHS y cuctemi Sl. BBefeHHs 3MiH
NpOTArom 6-Tv MicAILiB Micns 3aTBepPAKEHHS
35. ACIIKAM Tabnetku no 15 mr no Biochapm 14 Monba BIO®APM NTLA Monbwa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/3719/01/02
10 TabneToK y 3MiHM | TUNY - BHECEHHS 3MiH A0 pOo3Ainy
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nicTepi; no 1 a6o 2, «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
a6o 3 6nictepu y MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
KapTOHHI Kopo6Lyi MapKyBaHHs. OHOB/IEHHSI TEKCTY MapKyBaHHA
YNaKoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BVMIiptOBaHHA y cuctemi Sl. BBefgeHHs 3miH
NPOTSArom 6-Tv MicsILiB Micnsi 3aTBEPAKEHHS
36. ADNTOAEPM masb 0,5 mr/rmo 20 r Benyno, nikn Xopsartis Benyno, niku Ta Xopsaris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/11379/02/01
abo 40 ry Ty6i; no 1 Ta KOCMeTuKa, KOCMeTuka, A4.4. 3MiHM | TUMY - 3MiHa KOHTaKTHOT 0co6M
Ty6i y KAPTOHHII nauui n0.0. YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBigansHOT
3a 34jlicHeHHs chapMakoHarnsgy B YKpaiHi.
MponoHoBaHa pegakuis: BonowmnHa AHacTacis
AHatoniiBHa. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI
0Cco6Y YNOBHOBaXEHOT 0CO6YM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy B
YKpaiHi
37. ADP/IOAEPM Kpem, 0,5 mr/r; no 20 r Benyno, niku Xopsaris Benyno, niku Ta Xopsaris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/11379/01/01
a60 40y Ty6i; no 1 Ta KOCMeTuKa, KOCMEeTUKa, 4.4. 3MiHK | TUNY - 3MiHA KOHTaKTHOI 0COo6YU
Ty6i y KAPTOHHII nauui o.a. YNOBHOB&XEHOI 0CO6W 3asiBHYIKA, BifnoBigansHoT
3a 3fjiicHeHHs hapmakoHarnsgy B YkpaiHi.
[MponoHoBaHa pegakuisi: BosowmnHa AHacTacis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc06M YyNOBHOBaXKEHOI 0CO6Y 3asiBHUKA,
BigNOBiAa/IbHOI 3a 34jICHEHHST hapmakoHarnsay B
YkpaiHi
38. BAPBOBA/I® Kpanni opasibHi no 25 AT "dapmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/1196/01/01

My doNakoHi 3
npo6koto-
KpanesbHuueto; no 1
dhnakoHy B nauuj 3
KapTOoHY

3MiHM | TUNY - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HaVimeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BNacHuKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
HaliMeHyBaHHs Ta afpecu 3asBHuKa (BnacHuka
peecTpaujiiiHoro noceig4eHHs1) BBeaeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS; 3MIHN
| TUny - AAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/IOUaun
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPO/IO AKOCTI. (AisANbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa HalilMeHyBaHHs Ta agpecy BUpo6HuKa, 6e3
3MiHM Micus BUpo6HULTBA (BBEAEHHSA 3MiH
NpOTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS);
3MiHM | TUny - 3MiHK Woao 6e3neku/edpeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHn) - BHeCeHHS 3MiH
[0 po3giny «MapkyBaHHs» MKA N3
3arBepoxeHo: MAPKYBAHHSA Bignosigae
HaZilaHOMy TEKCTY MapKyBaHHS. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo 3aTBepaXeHoro TekcTy
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM MiKapCbKOro 3acoby LL0f0 3a3HauYeHHs
MDKHapOAHMX MO3HAaYeHb OAUHULIb BUMIPHOBAHHS
(BBegeHHs 3MiH NpOTAroM 6-Tu MicsiB nicns
3aTBEPKEHHSA)
39. BEK/TA30H- aepo30/1b Ans TeBa I3painb HopToH Ipnangis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/5384/01/01
EKO iHransuin, 100 dapmaLeBTika (Batepdhopa) 3MiHM | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa
MKr/go3sy, no 200 go3y n lHpacTpi3 Nimiten T/A HaliMeHyBaHHs Ta/abo agpecu Micus
6a/10HUMIKY 3 nrg. AMBEKC NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
iHranauinHum dapmMacbloTUKaI3 roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
NPUCTPOEM Y KOPOOLL IpnaHgia T/A Tesa OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
PapmacboTUkan3 KOHTPO/IO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
Ipnangis BMPOGHUWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecy BUpobHuka 'N13 HopToH
(BaTtepdhopg) Jlimiten T/A AMBEKC
dapmacbioTukans IpnaHais T/A Tesa
dapmacbioTukans Ipnangis, Ipnadgisa, 6e3 3miHn
MicL BUPOOHMLTBA. 3MiHW BHECEHI B IHCTPYKL,itO
ANA MeAnyHOro 3actocyBaHHs 13y p.
MicuesHaxomkeHHa" 3 BIANOBIAHUMU 3MiHAMU B
TEKCTi MapkyBaHHs1 ynakoBok (BeBefeHHs 3MiH
NPOTArom 6-T1 MicsAUIB NicNs 3aTBEPAYKEHHS)
40. BEK/A30H- aepo30/b Ans TeBa I3painb HopToH IpnaHgis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/5384/01/02
EKO iHransuin, 250 dapmaueBTika (Batepdhopa) 3MiHKM | TURNY - AAMIHICTpaTVBHI 3MiHK. 3MiHa
MKr/go3y, no 200 no3sy n lHpacTpi3 Nimiten T/A HalilMeHyBaHHs Ta/abo agpecu Micus
6a/10HUKKY 3 nrg. ABEKC NpoBafpKEHHs AiS/IbHOCTI BUPO6HMKa/iMnopTepa
iHranayinHum dapmacbloTukans rOTOBOrO MiKapCbKOro 3acoby, BK/IYaK4M
NPUCTPOEM Y KOPOOLL IpnaHgia T/A Tesa AinbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
PapmMacboTVKan3 KOHTPOO SIKOCTI. (AiS/IbHICTB, 3a 5Ky BignoBsifae
Ipnangis BMPOGHMK/IMNOpPTEp, BKIOYAKYN BUMYCK Cepii) -
3MmiHa agpecu BupobHuka 113 HopToH
(BaTtepdhopg) flimiten T/A ABEKC
dapmacbioTukans Ipnadgis T/A TeBa
dapmacbioTvkans lpnaHgis, lpnaHgis, 6e3 3miHn
MiCLil BUPOGHULITBA. 3MiHW BHECEHI B IHCTPYKL,itO
ANA MeAnyHoro 3actocyBaHHs 13y p.
MicuesHaxomkeHHA" 3 BIANOBIAHUMN 3MiHAMU B
TEKCTi MapKyBaHHs1 ynakoBok (BesefeHHs 3MiH
NpoTSArom 6-Tv MicsILiB Mic/1A 3aTBEPAKEHHS)
41. BENICA Kpanni opasbHi no 25 TOB "OKI Ykpaina TOB "OKnM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/9714/01/01
M1 abo 40 mn'y "dapmaleBTu "papmMaLeBTNYHa 3MiHV | TUMY - BHECEHHSA 3MiH [0 PO34iny
dhnakoHi 3 Npo6koto- yHa habpuka" chabpmka" “MapkyBaHHa" MK /13"; 3anponoHoBaHo:

KpanensHuueto; no 1
donakoHy y navu

MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
YNaKoBKM JTiKapCbKOro 3aco6by 3 BHECEHHAM
iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BMMIiptoBaHHSA y cuctemi Sl. BBefieHHs 3MiH
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

NpoTArom 6-Tu MicALIB NiCNs 3aTBEPMKEHHS

42,

BEMAHTEH®

Kpem 5% no 30 r abo
100 r y Ty6i; no 1 Ty6i
Y KapTOHHIlA KopoobLi

Baiiep
KoHcbtomep
Kep Al

LLBeiiuapi
a

M 'peHsax
MpogaykTioHc MM6X

HimeuunHa

BHeceHHs1 3MiH 10 peecTpaLiliHix maTepianis:
3MiHW | TUMY - BHECEHHS 3MiH A0 pPO34iny
“MapkyBaHHs" MKA J13; 3anponoHoBaHo:

MAPKYBAHHSA 3rigHo 3aTBEpAXEHOr0 TEKCTY

MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS

YNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BVMIiptOBaHHA y cuctemi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS

6e3 peyenma

UA/4157/01/01

43.

BEMAHTEH®

mMasb 5 %; no 3,5 r abo
no30r,abo 100 ry
Ty6i; no 1 Ty6i y
KapTOHHi KopobLyi

Baiiep
KoHcblomep
Kep Al

Lseliuapi
P

M 'peHsax
MpoaykTioHC TM6X

HimeuunHa

BHeceHHs 3MiH 40 peecTpavujiitHux maTepianis:
3MiHM | TUMY - BHECEHHS 3MiH A0 PO34iny
“MapkyBaHHa" MKA J13; 3anponoHoBaHo:

MAPKYBAHHSA 3rifgHo 3aTBEpA)KEHOrO TEKCTY

MapkyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHsA

yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
iHchopmawii LWoA0 3a3HAYEHHA OAUHULID

BUMIPIOBaHHS y cuctemi Sl. BBegeHHs 3MiH

NpoTArom 6-Tu MicsLIB NicNsa 3aTBepAXXEHHSA

6e3 peyenma

UA/4157/02/01

BETATIC

Tabnetkv no 16 mr, no
10 Tabnetok y
6nicTepi; no 3
6nicTepu y KapTOHHiIl
nauui; no 18 tabnetok
y 6nictepi; no 5
6nicTepiB Yy KAPTOHHIi
nauuj

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHN | TUNY - BHECEHHA 3MiH y MeTogax
BMNPOBGYBaHHS roTOBOrO ikapCbKoro 3acoby: -
Ansa TecTiB «OAHOPIAHICTb A030BaHNX OAMHUL»,
«KinbkicHe B13HaueHHs» Ta «CynpoBigHi
[OMILLKM» ANS CNPOLLLEHHS Ta NPUCKOPEHHSA
BMKOHaHHSA aHanily 3MiHeHa npo6oniaAroToBka
BMNPO6GOBYBAHOIO PO34UNHY (BMAAIEHO Onepawiio
KUMATIHHSA PO3YMHY) - Y METOAUKY BU3HAYEHHS M.
«OfHOPIfHICTb A030BAHNX OAUHULE» Ta
«KinbKicHe BU3HAYEHHSI» NPV NPOBEAEHHI aHasTi3y
MeTonoM BEPX 3miHeHa reomeTpis
XpomaTorpadiyHoi KONOHKM (3aTBEpA)KeHa
Puroshper Star RP-18e, po3mipom 150 x 4,6 mm, 3
pPO3MipOM YaCTUHOK 5 MKM 3MiHeHa Ha XBridge
Shield RP18 po3mipom 150 x 4,6 MM, 3 po3MipoM
4aCcTUHOK 3,5 MKM), yMOBU XpomaTorpadyBaHHs
Ta BUMOru TecTy «lepesipka npuaaTHoCTi
XpomaTtorpapadiyHoi cucteMm» - y METO4MUKY
BM3Ha4eHHs M. «CynpoBifgHi AOMILLK/ BBEAEHO
po34nH Nnauebo, KW O3BONSE BUSHAUNTY i HE
BpaxoByBaTu nikn nnayebo npu po3papyHKy
[OMILLOK 6eTaricTvHy rigpoxipuay

3a peyernmom

UA/5027/01/01

45,

BETAK

TabneTku, BKPUTI
naiBKOBOO

Mepokemi
nTa

Kinp

Megokemi T4
(LeHTpanibHuii

Kinp

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TUMY - BHECEHHS 3MiH A0 po3Ainy

3a peyenmom

UA/7563/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
060/10HKOI0, N0 20 Mr, 3aBon) «MapkyBaHHs» MK#A J13: 3anponoHoBaHo:
no 10 Tabnetok y MapkyBaHHS. 3riHO 3aTBEPKEHOr0 TEKCTY
6nicTepi, no 3 MapKyBaHHs. OHOB/IEHHSA TEKCTY MapKyBaHHS
6nicTepy y KapTOHHIl YMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
KopooLi iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BVMIiptOBaHHA y cuctemi Sl. BBefgeHHs 3miH
NpoTArom 3-x MicALIB MiC/1A 3aTBEPKEHHS
46. BETAK TabneTku, BKPUTI Mepokemi Kinp Megokemi T4 Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/7563/01/02
naiBKOBOIO nTa (LeHTpanbHuii 3MiHW | TUMY - BHECEHHS 3MiH [0 pO34iny
060/10HKO, No 10 mr, 3aBsof) «MapkyBaHHs» MKHA J13: 3anponoHoBaHo:
no 10 Tabnetok y MapkyBaHHS. 3riHO 3aTBEPAKEHOr0 TEKCTY
6nicTepi, no 3 MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
6nicTepn y KapTOHHIl YNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
KopoobLi iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BVMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH
NpoTArom 3-X MicALiB NicNa 3aTBepAXeHHS
47. BETACEPK® TabneTtku no 8 mr; no AG6OTT HigepnaH MaiinaH PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/0489/01/01
15 TabneTok y Xernckea on JTabopaTtopiza CAC 3MiHK || TUNY - 3aIBHUKOM HaAaHO AeTaslbHUl
6nicTepi; no 2 Mpogaktc B.B. Onnc cUCTeMHU YNpaBiHHA pU3nKkamu y BUrIAL
6nicTepy B KAPTOHHIl nnaHy ynpasniHHA pusukamu, sepcia 2.2.2., LWo
ynakosuj; no 30 MIiCTUTb PVU3UK NPOMOPLAHI 3ax04M 3 MiHiMi3awi
Tabnetok y 6nictepi; pY3VKiB Ta 34iiCHEHHS hapmakoHarnsaay ons
no 1 6nictepy B nikapcbKoro 3acoby
KapTOHHIN ynakoBLi;
no 25 TabneTtok y
6nicTepi; no 4
6/1icTepy B KAPTOHHIM
ynakoBLi
48. BETACEPK® Tabnetku no 16 mr; no A660TT HigepnaH MaiinaH PpaHuin BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/0489/01/02
15 a6o no 21 tabnetuyi Xenckea on Na6opatopiz CAC 3MiHuY |l TUNy - 3a9BHMKOM HafaHO AeTa/lbHUiA
y 6nictepi; no 2 Mpogaktc B.B. onnc ccTemMu ynpasniHHA pusukamu y BUrnagi
6nicTepy B KAPTOHHIl nnaHy ynpasniHHA pusukamu, sepcia 2.2.2., Wo
ynakosui; no 20 MICTUTb PM3KK NPOMOPL,ifiHI 3aX04K 3 MiHIMi3auil
Tabnetok y 6nicrepi; pY3VKiB Ta 34iliCHEHHS hbapmakoHarnsagy ons
no 3 6nictepu B nikapcbKoro 3acoby
KapTOHHI ynakoBLi
49. BETACEPK® Tabnetkv no 24 wmr; no ABGOTT HinepnaH MaiinaH ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a peyenmom UA/0489/01/03
10 TabneTok y Xenckea om Nab6opaTtopiza CAC 3MiHuY Il TUny - 3aIBHMKOM HafaHO AeTaslbHUiA

6nictepi; no 1 a6o 5
6nicTepiB y KAPTOHHIl
ynakosLi; no 20
Tabnetok y 6nictepi,
nol,3a6o5
6nicTepiB y KAPTOHHIl
ynakosLi; no 25

Mpogaktc b.B.

OMMC CUCTEMU YNPAaB/IiHHA pU3nKamu y BUrniagi
nnaHy ynpasniHHA pusukamu, Bepcis 2.2.2., Wo
MICTUTb PU3KK NPONOPLiiHI 3ax0Au 3 MiHiMi3aLii
PU3MKIB Ta 34jACHEHHST dhapMakoHarnsay ans
nikapcbKoro 3acoby
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
TabneTok y 6nictepi;
no 2 a6o 4 6nictepu B
KapTOHHI ynakosLi
50. BET®PEP®-1B niodpinizat ans TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyernmom UA/13962/01/01
PO3YUNHY A5t iH'EKLIA "BIOPAPMA" "BIOPAPMA" 3MiHM | TUMNY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
no 0,3 mr (9600000 YMakoBKM NiKapPCbKOro 3ac0by 3 BHECEHHAM
MO) 5 donakoHis 3 iHhopmaLii Wwoao 3a3Ha4eHHs OAUHULb
niocpinizatom y BMMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH g0
KOMMNAEKTi 3 5 po3giny “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
amnynamu MAPKYBAHHA. BignoBsigHo [0 3aTBEPA)KEHOIO
PO3YMHHYMKaA MO 2 M TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH -
(Hatpito xnopua, npoTArom 3 micsiB nicns 3aTBepakKeHHs
po3unH 0,54%) y
6nictepi; no 2
6nicTepy y nayui
51. BIMIKAH® EKO | kpansi 04Hi, po34vH dapmaLeBTuy MonbLa BapLuaBcbkuii Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/16893/01/01
0,3 mr/mn, no 3 mn HWi1 3aBOf, thapmaLeBTUYHMIA TexHiyHa noMmuska (3rigHo Hakasy MO3 Big
npenapary y nakoHi- "MONb®APM 3aBog MNonbtha AT 23.07.2015 Ne 460) - TeXHIYHY NOMWUSIKY
KpanesibHuuj, no 1 A" C.A. BUNPaB/IEHO B TEKCTI MapKyBaHHA ynakoBok /13
(h1aKoHY B KapTOHHii LLIOAO AOfAHHS BENNUYMHY KINTbKOCTI PO3UUHY Y
KopoobUi hopmaTi MikHapogHoi cuctemn oguHuLb Sl
3anponoHosaHo: 2. KINTbKICTb AlIKo4YOl
PEYOBWHW Cknag: gitoya pevosuHa: 1 mn (ml)
po3umHy MicTuTb 0,3 Mr (mg) 6imaTonpocTy.
3a3HayeHe BUMNpaB/IeHHA BignoBigae marepianam
peecTpauiiHoro focbe
52. BIHOKPUT® PO34YMH ANS iH'EKLN, CaHpos 'meX ABcTpist Ali i Ti Bionorika HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/12383/01/01
84 mkr/mn no 0,8 mn vM6X, HimeuunHa ABCTpis 3MiHM | TUNY - HE3HAaYHI 3MiHX B TECTi KOHTPO/IIO B
(8000 MO) a6o 1 mn (BignoBifasnbHWiA 3a npoueci BUpo6HuLTBa "i3odhopma 7", Wwo
(10000 MO) po3uunHy BMPOGHMLTBO, 3aCTOCOBYETbLCA Mif, Yac BUrOTOB/IEHHS aKTUBHOT
ONs iH'eKLin B nakyBaHHs, peyoBUHM enoeTuHy anbga (BHeceHo
nonepegHL0 KOHTPO/b cepii); BMMIpPIOBaHHS «i30hopMU 7» B NEPLUIN i OCTaHHiIl
3arnoBHEHOMY, CaHpos 'mbX- Bl 36ip METOA0M KanifiipHOro 30HHOTO
rpagyioBaHoOMy LWadpteHay, ABCTpis enekTpogopesy) Ha OCHOBI CTATUCTUYHUX SAaHUX
LUNpULL, OCHAaLLEHOMY (BignoBiganbHuit 3a Ta 3 ypaxyBaHHAM BUroToBfieHHss HX 575 3
nopLuHemM, iH'eUiliHO0 BMMYCK cepil) NOCTIHOIO i30h0pMOt0; 3MiHW || TUNY - BBEAEHHSA
ro/IKOt0, KOBMAa4YKoM Ta nepeoLiHky Ta knacudikadii BCix napameTpis
3aXMCHMM NPUCTPOEM npouecy (PPs) Ta KOHTPO/IO B npoLeci
05 3anobiraHHsA BMpo6HuuTBa (IPC) BignoBigHO [0 pe3y/bTartis
MOLUKOZ)KEHHIO FO/IKOLO JocnifxeHb XxapakTepucTuk npouecy
nicns 3acTocyBaHHs, Bupo6HuuTea (PC) gitoyoi peuosuHn HX 575 (DS)
abo 6e3 Hboro; no 1
LUNPWLY Y KOHTYPHIi
6NicTepHI ynakoBLi;
no 1 KOHTYpHIW
6nicTepHili ynakoBLi y
KapTOHHiiA KopobLi; no
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

0,4 mn (4000 MO),
a6o 0,6 mn (6000
MO), a6o no 0,8 mn
(8000 MO), a6o 1 mn
(10000 MO) po3uunHy
ON8 iH'eKUin B
nonepeaHLo
3anoBHEHOMY,
rpagyvioBaHoMy
LUAPWL, OCHALLIEHOMY
nopLuHemMm, iH'ekuiliHo
rO/IKOK0, KOBMAYKkoM Ta
3aXMCHUM MPUCTPOEM
0N 3anobiraHHs
NOLUKOKEHHIO FOSIKOO
nicnsa 3aCTOCyBaHHs,
abo 6e3 Hboro; no 3
Lnpuua y KOHTYpPHii
6nicTepHili ynakoBLj;
Nno 2 KOHTYpPHi
6nicTepHi ynakoBku B
KapPTOHHI Kopobui

53.

BIHOKPUT®

PO3YMH NS iH'EKLN,
16,8 mkr/mn no 0,5 mn
(1000 MO) a6o no 1
M (2000 MO)
PO34unHY ANs iH'EKLin B
nonepeaHLo
3anoBHEHOMY,
rpagyvioBaHoMy
LUNPWL, OCHALLLEHOMY
nopLuHemM, iH'ekuiliHo
ro/IKOK0, KOBMA4YKoOM Ta
3aXMCHUM MPUCTPOEM
0N5 3anobiraHHs
NOLUKOKEHHIO FOSIKO0
nicna 3aCTOCyBaHHs,
abo 6e3 Hboro; no 3
Linpuua y KOHTYpPHii
6niCTepHili ynakoBLj;
Nno 2 KOHTYpPHi
6nicTepHi ynakoBku y
KapPTOHHI Kopobui

CaHpo3 'm6X

ABCTpist

A4 [ii Ti Bionorika
'm6X, HimeuunHa
(BignoBigansHwii 3a
BUPOBHULTBO,
nakyBaHHs1,
KOHTpOnNb cepif);
CaHpo3 M'm6X- Bl
LadTeHay, ABcTpis
(BignoBigansHwii 3a
BUNYyCK cepii)

Himeuumnna/
AscTpis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHW | TUMY - HE3HAYHI 3MiHV B TECTi KOHTPOIO B
npoveci BupobHuUTBa "i3odhopma 7", wo
3aCTOCOBYETLCS Mif, YaC BUrOTOB/IEHHS aKTUBHOT
peyoBuHM enoeTuHy anbia (BHeCeHO
BUMIPIOBaHHA «i30(pOpMM 7» B NEpLLUIi | OCTaHHii
36ip METOA0M KanifNsipHOro 30HHOTO
enekTpogopesy) Ha OCHOBI CTATUCTUYHUX JaHUX
Ta 3 ypaxyBaHHAM BUrOTOBNEHHA HX 575 3
NOCTIHO i30chOpMOto; 3MiHM Il TNy - BBEAEHHS
nepeoLiHkM Ta knacudikadii BCix napameTpis
npouecy (PPS) Ta KOHTPO/IO B NpoLeci
Bupo6HuuTBa (IPC) BignoBigHO A0 pe3ynbTartis
OOCNifpKeHb XapakTepucTrK npoLecy
Bupo6HuuTBa (PC) gjtoyoi pevoBuHn HX 575 (DS)

3a peyenmom

UA/12383/01/02

54.

BIHOKPUT®

PO34MH ANA iH'EKLNA,
336 mkr/mn no 0,5 mn
(20000 MO) a6o no
0,75 mn (30000 MO),
a6o no 1 ms (40000

CaHpo3 'm6X

AscTpist

A [j Ti Bionorika
'M6X, HimeuunHa
(BignoBifansHwWii 3a
BMPOGHULITBO,
nakyBaHHS,

Himeuumnna/
ABCTpist

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUMY - HE3HAYHI 3MiHX B TECTi KOHTPO/TO B
npoveci BupobHuLTBa "i3odhopma 7", wo
3aCTOCOBYETLCA Mif YaC BUTOTOB/IEHHS aKTUBHOI
pPEeYOBUHM enoeTuHy anbga (BHeceHo

3a peyenmom

UA/12383/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
MO) po3uuHy gns KOHTpO/b cepii); BMMIpPIOBaHHS «i30hopMU 7» B NEPLUIN | OCTaHHIl
iH’eKUili B nonepeaHbLO CaHpo3 F'm6X- Bl 36ip METOA0M KanifNsipHOro 30HHOT0
3arnoBHeHoOMY, LadTeHay, ABcTpis enexkTpodopesy) Ha OCHOBI CTATUCTUYHUX JaHUX
rpagyvioBaHoMy (BignoBigansHuii 3a Ta 3 ypaxyBaHHsIM BUroToB/eHHss HX 575 3
LINpuLi, ocHaLeHoMy BUNYCK cepii) NOCTIHO i30hOpMOt0; 3MiHM Il TUNY - BBEAEHHS
nopLUHEM, iH'EKLIiHOI0 nepeoLiHkM Ta knacudikaii BCix napameTpis
rO/IKOK, KOBNAaukoM Ta npouecy (PPS) Ta KOHTPO/O B NpoLecCi
3aXUCHVM NPUCTPOEM Bupo6bHuuTBa (IPC) BignoBigHoO A0 pe3ynbTartis
015 3anobiraHHs LOCNioKEHb XapakTepucTrK npoLecy
NOLUKOKEHHIO FOSIKOO Bupo6HuuTBa (PC) gjtouoi pevoBuHn HX 575 (DS)
nicnsa 3acTocyBaHHs,
abo 6e3 Hboro; no 1
abo no 3 nonepeAHbLO
3anoBHeHWX Wnpuua y
KOHTYPHIli 6iCTepHiin
ynakosuj; no 1 (1
LINpULL, Y KOXHIl) abo
no 2 (3 wnpuua y
KOXHIlA) KOHTYpHI
6icTepHi ynakoBkv B
KapTOHHI Kopo6Lii
55. BIOKNOT A® niodpinizat ans TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyernmom UA/16249/01/01
PO3YNHY NSt iH'EKLil "BIO®PAPMA MIA3SMA" 3MiHM | TUMNY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
no 250 MO, 1 chnakoH MIA3SMA" (BUPOGHMLTBO, YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
3 niogpinizatom y nepBuHHE iHhopmaLii Wwoao 3a3Ha4eHHs OAUHULb
KOMMNNEKTi 3 nakyBaHHS; BMMIpIOBaHHs y cuctemi Sl. 3mMiHu o po3ainy
PO34YMHHMKOM (BOAA BMPOGHMLITBO, «MAPKYBAHHSA» MKA. 3anponoHosaHo: Po3gain
ONs iH'ekujiin) mo 5 Mny nepBuHHE Ta «MapkyBaHHs». 3rifHO 3aTBEPXEHOro TEKCTY
thnakoHi; no 1 BTOPVIHHE MapKyBaHHs. TepMiH BBEAEHHS 3MiH - NPOTArom 3
chnakoHy 3 nakyBaHHs, BUMYCK MiCALIB MiCNsA 3aTBEPKEHHS
niocpinizatom Ta no 1 Ccepiii; KOHTPO/b
hnakoHy 3 SAKOCTI)
PO3YMHHMKOM pa3om i3
3acobamu ans
PO3YMHEHHs Ta
BBefeHHs (1 cinbTp, 1
LUNPWL, OAHOPA30BUiA 3
TOJIKOK ANA iH'eKUiiA, 1
Kpunbuara iHdysiiHa
cucTema) y navui 3
KapTOHY
56. BIOKNOT A® niocpinizat ans TOB YkpaiHa TOB "BIO®APMA Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a peyenmom UA/16249/01/02
PO3UUHY ANS iH'EKL "BIO®PAPMA MIA3SMA" 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
no 500 MO, 1 chnakoH MIA3SMA" (BUPOGHULTBO, yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
3 nliocpinizatom y nepBuHHE iHhopmauii Wwoao 3a3Ha4eHHs OAUHMLb
KOMMNNEKTI 3 nakyBaHHs; BMMIpIOBaHHs y cuctemi Sl. 3MiHn o po3giny
PO34YMHHMKOM (BOAA BMPOGHULITBO, «MAPKYBAHHSA» MKA. 3anponoHosaHo: Po3gain

008 iH'ekyiin) no 10 mn

nepBnHHE Ta

«MapKyBaHHs». 3rifiHO 3aTBEpPAKEHOTO TEKCTY
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
y chnakoHi; no 1 BTOpPUHHE MapKyBaHHs. TepMiH BBEAEHHS 3MiH - MPOTAroM 3
hnakoHy 3 nakyBaHHs1, BUMYCK MicsILiB nicns 3aTBepoKEHHS
niogpinizatom Ta no 1 Cepiii; KOHTPO/b
chnakoHy 3 AKOCTI)
PO3YMHHIKOM pa3oM i3
3acobamu ans
PO3YMHEHHs Ta
BBeeHHs (1 ginbTp, 1
LLINpUL, OAHOPA30BUIA 3
rO/IKOK0 ANS iH'eKUin, 1
Kpunbyara iHdy3siiiHa
cucTema) y navui 3
KapTOHY
57. BIOKNOT A® niocpinizat ans TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/16249/01/03
PO3UUHY ANS iH'EKLi "BIOPAPMA MNA3MA" 3MiHV | TUMY - OHOBMEHHS TEKCTY MapKyBaHHS
no 1000 MO, 1 NNA3MA" (BpOGHMLTBO, yMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
h1akoH 3 nepBuHHe iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
niogpinizatom y nakyBaHHs,; BMMIiptoBaHHA y cuctemi Sl. 3miHu fo posginy
KOMMNNEKTI 3 BMPOGHMLITBO, «MAPKYBAHHS#A» MKA. 3anponoHoBaHo: Po3gin
PO34MHHKKOM (BOAA nepBuHHe Ta «MapKyBaHHs». 3rigHO 3aTBEPOAKEHOIO TEKCTY
ONs iH'ekyiii) no 10 mn BTOPUHHE MapKyBaHHs. TepMiH BBEAEHHS 3MiH - NPOTArom 3
y thnakoHi; no 1 nakyBaHHs1, BUMYCK MicsILiB Micns 3aTBePKEHHS
nakoHy 3 cepiii; KOHTPOb
niogpinizatom Ta no 1 AKOCTI)
hnakoHy 3
PO3YMHHMKOM pa3oM i3
3acobamu ans
PO3YMHEHHA Ta
BBeaeHHs (1 ginbTp, 1
LLNpUL, OAHOPA30BUIA 3
TO/IKOK0 NS iH'EKUIN, 1
Kpunbyara iHdysiiiHa
cucTema) y navui 3
KapTOHY
58. BIOLEPYNIH® PO34KH ANs iHdys3ild, TOB YkpaiHa TOB "BIOPAPMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/0763/01/01
20 mr/mn, no 5 mn B "BIODAPMA MNA3MA", YkpaiHa 3MiHM | TUNY - 3MiHa YNOBHOBaXEHOT 0CO6M
amnyni, no 5 amnyn B MNA3MA" (BpOGHMLTBO, 3asBHVIKa, BignoBigasIbHOI 3a hapMakoHarnsag.
6nicTepi, no 1 abo 2 nepBuHHe Ta MponoHosaHa pepakuis: Lepbak MapuHa
6icTepun B nauui 3 BTOPVIHHE OnekciiBHa. 3MiHa KOHTaKTHUX AaHUX
KapTOHY nakyBaHHS, BUNYyCK YMNOBHOBaXeHOI 0C06M 3asBHUKA, BiAMOBIAaNbHOI
cepiid); TOB 3a (hapmakoHarnsg,
"BIO®PAPMA
MIA3SMA", YkpaiHa
(BTOPUHHE
nakyBaHHS, BUNYCK
cepiif)
59. BICOMPO/ION- | TabneTkn no 5 mr, no TOB "TeBa YkpaiHa Mepkne 'vbX, HimeyunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/1728/01/01
TEBA 10 TabneToK y YkpaiHa" HimeyunHa 3MiHu | TMNy - noAaHHs oHoBAeHoro CepTudiikaty
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nicTepi; no 3 abo 5 (BMpPOGHMLTBO BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP
6nicTepiB B KOpOOL Hepo3hacoBaHOro 2009-044-Rev 01 (nonepepaHs Bepcia R1-CEP
NpPoAyKTY, A03BiN Ha 2009-044-Rev 00) Big, BXe 3aTBEPAKEHOIO
BWMYCK Cepil; BMpo6HMKa MOEHS CATALANA, S.L. gns Al
nepBuHHa Ta 6iconponony remidoymapary.
BTOPVHHA ynakoBsKa, BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
KOHTOJ/1b cepil) 3aTBEPMKEHHS
60. BICOMNPONO/MN- | Tabnetku no 10 mr, no TOB "TeBa Ykpaina Mepkne 'vbX, HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/1728/01/02
TEBA 10 Tabnetok y Ykpaina" HimeuunHa 3MiHM | TMNy - NnogaHHsA oHoBneHoro CepTudikarty
6nicTepi; no 3 abo 5 (BMpOGHMLTBO BiANOBIAHOCTI EBponeiickkili hapmakonei R1-CEP
6nicTepis B KOpoOLi Hepo3(hacoBaHOro 2009-044-Rev 01 (nonepepaHs Bepcia R1-CEP
NpoAyKTY, A03BiN Ha 2009-044-Rev 00) Big, BXe 3aTBEPAKEHOIO
BUNYCK cepil; BMpo6HMKa MOEHS CATALANA, S.L. gns Al
nepBuHHa Ta 6iconponony remidoymapary.
BTOPVHHA ynakoBKa, BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
KOHTO/1b cepil) 3aTBepKEHHS
61. BPU3ANTb® Kpanni ouHi, AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/14749/01/01
cycneHsis, 10 mr/mn 3MiHM | TUMY - BHECEHHS 3MiH A0 PO34iny
no 5 mn y cpnakoHi; no «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
1 chnakoHy y nauii 3 MAPKYBAHHSA 3rifHo 3aTBEpA)KEHOrO TEKCTY
KapToHY MapkyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHsA
yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LWoA0 3a3HaYEHHA OAUHULIb
BUMIPIOBaHHS y cuctemi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPIKEHHS
62. BPY®EH® cupon, 100 mr/5 mn no A660TT HimeuumnH A66BI C.p.N. ITanis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 peyenma UA/13154/01/01
100 mn y donakoHi; no Na6opatopis a 3MiHM | TNy - 3MiHWM BHECEHO A0 po3g4iny
1 donakoHy 3 MipHUM 6X "Oco611BOCTi 3aCTOCYBaHHA" IHCTPYKUIT AN
LUNPWLOM Y KapTOHHIi MeAMNYHOro 3aCTOCYBaHHA NikapcbKoro 3acoby
KOpoo6Li 3ri4HO 3 OHOBJ/IEHOK iH()OpPMALLEL 3 6e3neku
(PekomeHgauii PRAC/201784/2020). BBefeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
63. BYMPEHOP®IH | Ttabnetkun ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a peyenmom UA/10493/01/01
Yy cybniHrBaUibHi No 2 Mr 06MeXeHo 06MeXeHo 3MiHU | TUNY - OHOB/IEHHA cepTudikarty
FIAPOXNOPUA | no 10 TabneTtok y BiANOBIAa/TbHI BiANOBIAALHICTIO BiAnoBigHOCTI EBponelicbkiin hapmakonei Ne R1-
6nicTepi; no 1 cTio "XapkiBcbke CEP 2002-168-Rev 07 ans Aito4oi pe4oBuHM
6nictepy y kopobui 3 "XapkiBcbke hapmaveBTuyHe 6ynpeHopdiHy rigpoxnopuay Big BXxe
KapTOHyY; no 25 hapmaueBTny nigNpPMEMCTBO 3aTBepAKeHoro Bupo6Huka (Macfarlan Smith
TabneTok y 6nictepi; He "3p0poB's Hapoay" Limited, Benvka BpuTtaHis), y 3B’a3ky 3
no 4 6nictepn y nignpUeMCcTBO [04aBaHHAM AiIbHULi BUPOOHULTBA NPOMDKHUX
KOpOoO6Li 3 KAPTOHY "3p0p0B'A npoAayKTiB
Hapoay”
64. BYMNPEHOP®IH | Tabnetku ToBapucTso 3 YKpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepianis: 3a peyenmom UA/10493/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
y cy6niHrBabHi Mo 4 mr 0bMexeHoto 0bMexeHot 3MiHM | TUMY - OHOBNIEHHA cepTudikaTy
rigpoxXnopPug | no 10 Tabnetoky BignoBigasbHi BiANOBIAA/ILHICTIO BiAnoBiaHOCTI EBponeiicbkiit hapmakonei Ne R1-
6nicTepi; no 1 a6o 10 cTio "XapkiBCcbke CEP 2002-168-Rev 07 ans Aito4oi pe4oBuHu
6nicTepiB y kopobu,i 3 "XapkiBcbke hapmaneBTUUHe 6ynpeHopdiHy rigpoxnopuay Bif, BXe
KapTOHY hapmaueBTny niANPUEMCTBO 3aTBepKeHoro Bupo6bHuka (Macfarlan Smith
He "3p0p0oB'A Hapoay" Limited, Benvka BputaHis), y 38’a3ky 3
niANpPMEMCTBO O0[aBaHHAM AiNbHUL BUPOBHMLTBA NPOMDKHUX
"340poB's NpoAayKTiB
Hapoay"
65. BYMNPEHOP®IH | Tabnetku ToBapucTBO 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/10493/01/03
Yy cy6niHrBabHi o 8 mr 06MexeHo 06MexeHo 3MiHK | TUNY - OHOB/IEHHA cepTuddikarty
rigpoxnoprPvg | no 10 Tabnetoky BignoBigasibHi BiANOBIAA/ILHICTIO BignoBigHOCTI E€Bponeiicbkiit hapmakonei Ne R1-
6nicTepi; no 1 a6o 10 cTio "XapkiBCcbke CEP 2002-168-Rev 07 ans Aito4oi pe4oBuHM
6nicTepiB y kopobu,i 3 "XapkiBcbke thapmaueBThyHe 6ynpeHopdiHy rigpoxnopuay Big, BXe
KapTOHY hapmaueBTny nigNPUEMCTBO 3aTBepAxeHoro Bupo6Huka (Macfarlan Smith
He "3p0poB'A Hapoay" Limited, Benvka BputaHis), y 38’a3ky 3
nignpPUEMCTBO O0[aBaHHAM AiNbHUL BUPOOHMLTBA NPOMDKHUX
"340poB's NpoAayKTiB
Hapoay"
66. BAHKOMIUWH- | niodpinizat gns TOB Ykpaina TOB "®APMEKC BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a peyenmom UA/13483/01/01
PAPMEKC PO34mnHY ANs iHAY3il "®APMEKC reyn 3MiHM | TNy - 3MiHa agpecy BUPOGHWMKA Aitoyoi
no 500 mr, no 1 reyn peyoBUHM BaHKOMILMHY rigpoxiopug J1iB3oH pyn
(hN1aKkoHy B KOHTYPHIl dympkoy dykciHr dapmacetotukan Ko., /ta,.,
YapyHKOBIli ynakoBLyj; Kwutaii/ Livzon Group Fuzhou Fuxing
no 1 KOHTYpHIlA Pharmaceutical Co., Ltd, China, 6e3 3miHV Micus
YapyHKOBIli ynakoBL,i B BMPOOGHMLTBA: 3aNpONOHOBAHO:
nauuj No. 8 HaHraH Poyg, Li3sHbuH IHgacTpian
KoHceHTpeliweH 3oyH, ®ykciHr, dymxoy CiTi,
dyu3sHb MpoBiHe, Kutalicbka HapogHa
Pecny6nika/ No. 8 Nangang Road, Jiangyin
Industrial Concentration Zone, Fuging, Fuzhou
City, Fujian Province, P.R. China
67. BAHKOMIUWH- | niodinizat gns TOB Ykpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13483/01/02
DPAPMEKC pO34nHy ans iHdysili "®APMEKC reymn" 3MiHM | TUny - 3mMiHa agpecu BUPOBHYKa Aitoyoi
no 1000 mr, no 1 reyn" PEeYOBUHM BaHKOMILMHY rigpoxniopug, J1iB3oH [pyn
chnaKkoHy B KOHTYpHili dymxoy PykciHr Papmacolotukan Ko., ita,,
YapyHKOBIli ynakoBLyj; Kwutali/ Livzon Group Fuzhou Fuxing
no 1 KOHTYpHIW Pharmaceutical Co., Ltd, China, 6e3 3mMiHu Micus
YyapyHKOBIll ynakoBLii B BMPOGHMLTBA: 3aNPONOHOBAHO:
nauuj No. 8 HaHraH Poyg, Li3sHbuH IHgacTpian
KoHceHnTpeliweH 3oyH, ®ykciHr, dymkoy CiTi,
®yussaHb MposiHe, KnTalicbka HapoaHa
Pecny6nika/ No. 8 Nangang Road, Jiangyin
Industrial Concentration Zone, Fuging, Fuzhou
City, Fujian Province, P.R. China
68. BECTIHOPM® TabneTtku no 24 wmr; no AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/6356/01/03

10 TabneTok y
6nictepi, no 3 abo 6

3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afipecu 3asiBHUKA
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nicTepiB y navuj 3

KapToHy

(BNacHvKa peecTpauiiHOro NocBigYeHHs) 3MiHa
dhopmu BnacHOCTi 3aABHMKa Ta agpecu
BNPOBAaKEHHS AiSNbHOCTI 3asBHMKa. BBegeHHs
3MiH NPOTAroM 6-TU MICALIB NiCNA 3aTBEPMAKEHHS.
3MiHM | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapcbKoro 3acoby, BkIoYaun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK Cepiid)
3MiHa hbopMKM BNACHOCTI BUPOGHMKA Ta agpecu
BMPOBaKEHHS AisNIbHOCTI BUPOGHNKA.
3aTBEpAKEHO 3MiHM BHECEHI B iHCTPYKLitO ANns
Me[MYHOro 3actocyBaHHs /13y p. "BUpobHuK",
"Micue3HaxomkeHHs! BUpO6HMKa Ta ioro agpeca
MicLs NPOBaMKEHHS AiS/IbHOCTI" 3 BIANOBIAHUMMU
3MiHaMu B TEKCTi MapKyBaHHS YNakoBOK. BBEEHHS
3MiH NPOTAroM 6-TU MICALIB NiCNs 3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHn) 3MiHM [0 po3giny
«MapKyBaHHs». 3aTBepAKeHo Po3gin
«MapkyBaHHs». Bignosigae HagaHoOMy TEKCTY
MapKyBaHHs yNakoBKv npenapary.
3anpornoHoBaHo Po3gin «MapkyBaHHA». 3rigHo
3aTBEPKEHOr0 TEKCTY MapkyBaHHSA. OHOB/IEHHS
TEKCTYy MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby
3 BHECEHHSM iHthopMalii LLoAo 3a3HavYeHHs
OVHULIb BUMIPIOBaHHSA y cucTeMi Sl. BBEAEHHSA
3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPMXKEHHS.
3MmiHu | TMNy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKUii
3aci6. KOHTpO/ib rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneundikaLilii Ta/abo
[OMYyCTUMMX MEX rOTOBOrO NiKapCbKoro 3acoby
(iHWwi 3miHW) B cneyudpikauii Ha MN3 3miHeHO
4acToTy BUNPOBYBaHHSA 3a MOKa3HMKOM
«Mikpob6ionoriyHa YncToTa» i3 BUSHAYEHOH
NepiofNYHICTIO 3aTBEPAXKEHO NepLLy Ta KOXHY
M'ATy HACTYMHI cepii 3anponoHOBaHO NepLuy Ta
KOXHY TPUALATY HacTynHy cepii, ane He pigwe
Of1HOro pasy Ha pik. 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKKii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTofgax
BMNPO6YBaHHSA rOTOBOrO JliKapCbKOro 3acoby (ons
npuvBeLEHHS Y BigNOBIAHICTL 3 AdY abo
€BponeiicbKolo hapmakoneeto Ta BUTyYeHHs
NOCUNaHHSA Ha 3acTapinuii BHYTPILLHIA MeToa
BMNPOOGYBaHHS i 1Or0 HOMep) B MeTofax

KOHTPO/I0 /13 MeToAMKY 3a NMOKa3HWUKOM
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n/n

NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

69.

BECTIHOPM®

«MikpobionoriyHa unctoTa» NpUBEAEHO y
BignoBigHicTb fo Bumor APY/EP Ta Buny4eHo
BUKNAAEHHS NOBHOI METOAMKMN.

70.

BECTIHOPM®

TabneTku no 16 mr, no
10 TabneTok y
6nictepi, no 3 abo 6
6nicTepiB y nayuj 3
KapTOHY

Tabnetkv no 8 Mr no

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs) 3MiHa
hopmMKM BNIACHOCTI 3asiBHUKa Ta afpecu
BNPOBaKEHHS [iSIbHOCTI 3asBHMKa. BBegeHHs
3MiH NPOTATOM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BK/IYaoum
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SIKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
3MiHa hbopMM BNACHOCTI BUPOGHMKA Ta agpecu
BMNPOBaKEHHA [iANIbHOCTI BUPOBHYKA.
3aTBEpAKEHO 3MiHM BHECEHI B iHCTPYKLO ANns
Me[MYHOro 3actocyBaHHs /13 y p. "BUpo6HUMK",
"MicLe3HaxomkeHHs1 BUpO6HMKa Ta ioro agpeca
MicLSsi NPOBaMKEHHS AiS/IbHOCTI" 3 BiANOBIAHUMMU
3MiHaMu B TEKCTi MapKyBaHHS YNakoBOK. BBEAEHHS
3MiH NPOTATOM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS.
3MiHu | TMNYy - 3MiHKM Wopao 6e3nekn/eeKTUBHOCTI
Ta dhapmakoHarnagy (iHwi 3miHn) 3MiHM fo po3giny
«MapKyBaHHs». 3aTBepA)KeHo Po3gin
«MapkyBaHHs». Bignosigae HagaHOMy TEKCTY
MapKyBaHHS1 ynakoBKku npenapary.
3anpornoHoBaHo Po3ain «MapkyBaHHs». 3rigHo
3aTBEPKEHOr0 TEKCTY MapkKyBaHHs. OHOB/EHHS
TEKCTYy MapKyBaHHS YNakoBKyW iKapCbKoro 3acoby
3 BHECeHHSAM iHhopmMaLii LWoA0 3a3HauYeHHs
OVHWL BUMIpIOBaHHS Y cuctemi Sl. BBeieHHS
3MiH NPOTArom 6-TW MiCALB NicNs 3aTBEPMAKEHHS.

3a peyenmom

UA/6356/01/02

10 TabneTok y
6nicTepi; no 3
6nicTepu y nauui 3
KapTOHY

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs) 3MiHa
hopMK BNIACHOCTI 3asBHMKa Ta afpecu
BNPOBaKEHHA AiANbHOCTI 3aABHIKa. BBefeHHA
3MiH NPOTArOM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoum
OiNbHAULI BUNYCKY cepii abo MicLe NpoBeAeHHs!

3a peyenmom

UA/6356/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

71.

KOHTPOJI0 SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK Cepild)
3MiHa hopMM BNACHOCTI BUPOGHMKA Ta agpecu

BMPOBaKEHHS AisNIbHOCTI BUPOGHNKA.
3aTBEepAKEHO 3MiHM BHECEHI B iHCTPYKLitO ANns
Me[MYHOro 3actocyBaHHs /13y p. "BUpobHuK",
"Micue3HaxomkeHHs! BUpOGHMKa Ta ioro agpeca
MicLs NPOBaKEHHS AiS/IbHOCTI" 3 BIANOBIAHUMMU
3MiHaMu B TEKCTi MapKyBaHHS1 YNakoBOK. BBEEHHS
3MiH NPOTAroM 6-TU MICALIB NiCNs 3aTBEPMKEHHS.
3MiHuM | TUNY - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHn) 3MiHM fo po3giny
«MapKyBaHHs». 3aTBepAKeHo Po3gin
«MapkyBaHHs». Bignosigae HagaHoOMy TeKCTy
MapKyBaHHS1 ynakoBku npenapary.
3anpornoHoBaHo Po3gin «MapkyBaHHA». 3rifHo
3aTBEPKEHOr0 TEKCTY MapkyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby
3 BHECEHHSAM iHthopMalii LLoAo 3a3HavYeHHs

OVHULIb BUMIPIOBaHHSA y cucTeMi Sl. BBEAEHHSA

3MiH NPOTArom 6-TW MiCALB NiCNs 3aTBEPMAKEHHS.

nocsBi04YeHHs

72.

FABAHA®

kancynu no 150 mr, no
10 kancyn B 6nicTtepi;
no 2 6nictepu B nayw,

MAT
"KuiBmepnpen
apat”

YkpaiHa

NAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHK | TUNY - BBEAEHHA A0AAaTKOBMX PO3MIpiB
cepii [N13; 3anponoHoBaHo: - fo3yBaHHA 150 Mmr:
20 kr a6o 100 Tuc. kancyn (Big MiHiMasIbHOro
po3mipy 18,0 kr a6o 90 Tuc. kancyn Ao
MakcuMasibHoro posmipy 22,0 kr aéo 110 Tuc.
kancyn); 100 kr a6o 500 Tuc. kancyn (Big,
MiHiManbHOro po3mipy 90 kr a6o 450 Tuc. kancyn
[0 MakcumasibHoro posmipy 110 kr abo 550 Tuc.
kancyn); 200 kr a6o 1 000 Tuc. kancyn (Big
MiHiMasibHOro po3mipy 180 kr a6o 900 Tuc. kancyn
[0 MakcmasnbHoro po3mipy 220 kr a6o 1 100 Tuc.
Kancyn). - fo3yBaHHsA 300 mr: 20 kr a6o 100 Tuc.
Kancyn (Big MiHiManbHoro poamipy 18,0 kr a6o 90
TUC. Kancyn Ao MakCMMasibHOro po3mipy 22,0 kr
a6o 110 Tuc. kancyn); 100 kr a6o 500 Tuc. kancyn
(Big, MiHiManbHOro po3smipy 90 kr a6o 450 Tuc.
Kancys A0 MakCcumasibHOro po3mipy 110 kr abo
550 Tuc. kancyn); 200 kr abo 500 Tuc. kancyn (Big,
MiHiMasibHOro po3mipy 180 kr a6o 450 Tuc. kancyn
[0 MakcMmasibHoro posmipy 220 kr abo 550 Tuc.
Kancyn)

3a peyenmom

UA/14764/01/02

FTABAHA®

kancynu no 300 mr, no
10 kancyn B 6nicTepi;
no 2 6nictepy B navw,i

NAT
"Knismegnpen
apat”

Ykpaina

MAT

"KviBmegnpenapart"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUNY - BBEAEHHA A04ATKOBMX PO3MIpiB
cepii MNN3; 3anponoHoBaHo: - f03yBaHHA 150 Mr:
20 kr a6o 100 Tuc. kancyn (Big MiHiManbHOro
po3mipy 18,0 kr a6o 90 Tuc. kancyn Ao

3a peyenmom

UA/14764/01/03
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

MakcuMasibHoro posmipy 22,0 kr abo 110 Tuc.
kancysn); 100 kr a6o 500 Tuc. kancyn (Big
MiHiMasibHoro po3mipy 90 kr a6o 450 Tuc. kancyn
[0 MakcMmasibHoro posmipy 110 kr abo 550 Tuc.
Kancysn); 200 kr a6o 1 000 Tuc. kancyn (Big
MiHiMasibHOro po3mipy 180 kr a6o 900 Tuc. kancyn
[0 MakcMasnbHoro po3mipy 220 kr a6o 1 100 Tuc.
Kancyn). - fosysaHHa 300 mr: 20 kr a6o 100 Tuc.
kancyn (Big MiHiManbHoro po3mipy 18,0 kr a6o 90
TUC. Kancyn A0 MakCUMasibHOro po3mipy 22,0 kr
a6o 110 tuc. kancyn); 100 kr abo 500 Tuc. Kancyn
(Big, MiHiManbHoro po3mipy 90 kr a6o 450 Tuc.
Kancyn fo makcumasibHoro po3mipy 110 kr a6o
550 tuc. kancyn); 200 kr a6o 500 Tuc. kancyn (Big,
MiHiMasibHOro po3mipy 180 kr a6o 450 Tuc. kancyn
[0 MakcMmasibHOro posmipy 220 kr abo 550 Tuc.
Kancys)

73.

FEMUMTABIH
AKKOP/,

KOHUEeHTpaT ans
PO34unHy ANs iHdy3ilA,
100 mr/mn; no 2 mn
(200 wmr), 10 mn (1000
mr), 15 mn (1500 wmr),
20 mn (2000 mr) y
nakoHi; o 1
thnaKkoHy y KapTOHHIl
nauuj

Akkopa
Xenckea
NimiTen

Benvka
BpuTaHis

AKKopg, Xesnckea
Nimiten, Benvka
BpuTaHis
(BignoBiganbHuii
BUMNYCK cepii);
Akkopf Xenckea
NimiTen, Benvka
BpuTaHia (BTOpvHHE
nakyBaHHs); ACTPOH
Pe3sbopu JlimiTeg,
Benvika bputaHis
(KOHTPO/b SAKOCTI
cepiit); BeccniHr
XaHrepi K.,
YropLmHa
(KOHTpONb AKOCTI
cepiid); IHTac
$apmacbloTikanic
Nivitea, IHaja
(BpOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs); IHTac
dapmacbloTikanc
Nimiteq, IHAja
(BUPOGHMLTBO,
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs)

Benuka
BpuTtaHisa/
YropwmHa/
IHgis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHW | TUNY - 3MiHWM BHECeHi A0 IHCTPpYKUiT Ans
MeAMYHOro 3acToCyBaHHSA NMikapCbKoro 3acoby Ao
po3giny "MobiuHi peakwii" BignoBigHO A0
pekomeHgauiii PRAC; 3miHu | Tvny - 3MiHN BHECEHI
00 IHCTPYKUiT 415 MeAMyYHOro 3acTocyBaHHs
NiKapcbKoro 3acoby fo posainy "OcobnmnsocTi
3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHA
BiANOBIAHO [0 MaTepianiB peecTpauyiliHoro fochbe;
3MiHM Il TMNy - 3MiHW BHECeHi A0 IHCTPyKUii Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
po3giny: "OcobnuBi 3axoam 6esnekn”,
"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta o3u", "MobiyHi
peakuii”BignoBifHO A0 MaTepianis peecTpauiiiHoro
[0CbE

3a peyernmom

UA/17799/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
74. rAILEPON cyno3uTopii no 686 mr; €Bpo Benuka Na6opaTtopiyc baci - | MopTtyranis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/12050/01/03
€BPO no 6 cynosutopiis y Navichkep NTg, BpuTaHis IHaycTpia 3MiHM | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa
cTpuni; no 1 a6o 2 dapmachbtoTika, C.A. HalilMeHyBaHHs Ta/abo agpecu Micud
CTPWNKX B KAPTOHHIN NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
KopooLi roTOBOro NikapcbKoro 3acoby, BK/IYauu
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK Cepiid)
3miHa Ha3BuW Ta agpecu BUpobHuka M3, 6e3
3MiHM MicL BUPOGHMUTBA. BBEAEHHS 3MiH
NpoTArom 3 MicALiB Micna 3aTBepAKeHHs
75. rAILEPON Cyno3unTopii peKTasibHi €Bpo Benuka BiANOBigaIbHUIA 3a: MopTtyranis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/12050/01/02
€BPO no 2000 wmr; no 6 Navicokep N4, BpuTaHis BMPOGHMLITBO ITanis 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
CynosuTopiiB y Hepo3ghacoBaHOro HaliMeHyBaHHs Ta/abo agpecu Micus
6nicTepi; no 1 abo no NpPOAyKTY; NepBUHHE NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
2 6nictepn B nakyBaHHS; roTOBOrO /1iKapCbKOro 3acoby, BKIoYaoun
KapTOHHI ynakoBLi BTOPVIHHE OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
nakyBaHHs,; KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
KOHTPO/b/BMNPOGYB BMPOGHMK/IMNOpTEpP, BK/IOYAKUM BUMYCK Cepiii)
aHHs; BUMNYCK cepii: 3MiHa Ha3Bu Ta agpecy BUpobHuka M3, 6e3
Na6opaTopiyc baci - 3MiHW MicLA BUPO6HMLTBA. BBEAEHHS 3MiH
IHaycTpia npoTArom 3 MicALiB Micna 3aTBepKeHHs
dapmacbloTika,
C.A., MopTyranis;
BignoBiganbHWiA 3a:
BMPOOHULITBO
Hepo3dacoBaHoro
NPOAYKTY; NePBUHHE
nakyBaHHS;
BTOPUHHE
nakyBaHHS;
KOHTPONb/BUNPOGYB
aHHs cepii:
Nawmn Cax
Mpocnepo Cr1A,
ITanis
76. rnigepon CYNo3uTOpIi peKTasIbHI €Bpo Benvka BiANOBIga/IbHUIA 3a: Moptyranis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/12050/01/01
€BPO no 1000 wmr; no 6 Naiicbkep N1A BpuTtaHis BMPOGHULITBO ITanisa 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa
CynosuTopiiB y Hepo3g)acoBaHOro HaliMeHyBaHHA Ta/abo agpecu micus
6nicTepi; no 1 abo no NpoAYKTY; NepBUHHE NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
2 6nictepu B nakyBaHHs; rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoum
KapPTOHHI ynakoBLii BTOPVIHHE OiNbHAULI BUNYCKY cepii abo MicLe NpoBeAeHHSs
nakyBaHHs; KOHTPOJO SIKOCTI. (is/IbHICTb, 3a SIKy BiAnoBsigae
KOHTPO/b/BUNPOGYB BMPOGHWK/IMNOPTEpP, BKOYAKYN BUMYCK CEPiid)

aHHs; BUMYCK cepii:
Na6opaTtopiyc baci -
IHoycTpia

3MiHa Has3Bu Ta agpecy BUpobHuka 13, 6e3
3MiHM MicLl BUPOGHMLTBA. BBEAEHHS 3MiH
npoTsArom 3 micslis nicns 3aTBepipkKeHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dapmacbloTika,
C.A., MopTtyranis;
BiANOBIga/IbHUIA 3a:
BMPOGHMLITBO
Hepo3acoBaHoro
NPOAYKTY; NepBUHHE
nakyBaHHS;
BTOPWHHE
nakyBaHHs;
KOHTPO/b/BMNPOGYB
aHHsA cepii:
Namn CaH
Mpocnepo CNA,
ITanis
77. rPOMPUHO3N cupon, 250 mr/5 mn no BAT "TeneoH YropmHa F'epeoH PixTep PymyHis/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyernmom UA/16348/01/01
H®-PIXTEP 150 mn y chnakoHi; no PixTep" PymyHia A.T., Monbwa 3MiHu Il TNy - HagaHo oHoBneHuii ASMF Ha gitouy
1 donakoHy y PymyHis peyoBUHY IHO3MHY NPaHOGEKC Bif, 3aTBEPAKEHOrO
KapTOHHI ynakosL,, B (B1pPOGHMLTBO BMpo6HMKa ABC Farmacedutici S.p.A. Divisione
KOMMNNEKTI 3 Hepo3dacoBaHOro Unibios, ITania (3anponoHosaHo: ABC
NPUCTPOEM ANS NpoAyKTY, NepBMHHA FARMACEUTICI S.p.A./Methisoprinol/AP/07/2016-
[,03yBaHHS 3 MipHOIO yrnaxkoBKa, BTOPUHHA 02-02); 3miHu |l TUNY - BBEAEHHS HOBOTO
wkanoto Big 0,5 mn o ynaKkoBka, KOHTPO/Ib BUPOGHMKA [it0H0T PEYOBUHY iIHO3UHY NpaHo6eKcy
5mn AKocTi); TOB Richter Themis Medicare () Pvt. Ltd, IHgis, i sk
"T'epeoH PixTep Hacnigok OHOBMEHHS YacTuHu 3.2.S. [irova
MonbLwa", MonbLua peyoBUHa y AoCbe BUpo6HUKa M3
(KOHTpPO/b AKOCTI,
[03BiN Ha BUMYCK
cepii)
78. OAKAPBA3VH NOPOLLOK AN1A Mepak HimeuunH | Mepak Mesenbwadt | HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/6987/01/01
MEAAK NPUroTyBaHHs esenbladT a rop KNiHiwe Yecbka 3MiHM | TUMY - BHECEHHS 3MiH A0 PO34iny
PO34YUMHY NS iH'EKLI hrop KNiHiwwe LWneuianbnpenapar Pecny6nika «MapkyBaHHs1» B MK# J13: 3anponoHoBaHo:
abo iHdysilii no 100 LWneujansnpe e M6X, HimeuyunHa MapkyBaHHs 3rigHO 3aTBEPAXEHOr0 TEKCTY
mr, 10 dh/iakoHis 3 napare mM6X (BTOPUHHE MapkyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHsA
MOPOLLKOM Yy KOpobLi nakyBaHHs, yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
MapKyBaHHS, iHchopmawii LWoA0 3a3HAYEHHA OAUHULID
KOHTPO/Ib Ta BUMYCK BUMIpIOBaHHSA y cuctemi Sl. BeeieHHs 3MiH
cepii); OHkome[, NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS
MeHbloheKYepiHT
a.c., Yecbka
Pecny6nika
(B1pPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHSA Ta
KOHTPOnNb cepil);
OHkoTek ®apma
MpogakwH M'véX,




Ne
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Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
HimevunHa
(BMPOGHMLTBO "in
bulk", nepBnHHe
nakyBaHHSA Ta
KOHTPO/b cepii)
79. AAKAPBA3VH NOPOLLOK A/15 Megak HimeuunH | Megak Mesenbwadt | HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/6987/01/02
MEAAK NpUroTyBaHHsA lesenbadr a rop KiHiwe Yecbka 3MiHW | TUMY - BHECEHHSA 3MiH [0 pOo3Ainy
PO3YUHY A5t iH'EKLi orop KNiHiwe Lneuiansnpenapar Pecny6nika «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
abo iHdysili no 200 Lneujanbnpe e M6X, HimeuunHa MapkyBaHHs 3rigHO 3aTBEPAXEHOr0 TEKCTY
mr, 10 dpnakoHis 3 napate M6X (BTOpUHHE MapKyBaHHs1. OHOB/IEHHSI TEKCTY MapKyBaHHsA
NMOPOLLKOM Yy KOpobLyi nakyBaHHs1, yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
MapKyBaHHS, iHchopmawii LWoA0 3a3HaYEHHS OAUHULIb
KOHTPO/b Ta BUMYCK BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHA 3MiH
cepii); OHkome[ NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS
MeHblohekyepiHT
a.c., Yecbka
Pecny6nika
(BMpOGHMLTBO "in
bulk”, nepsrHHe Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHA Ta
KOHTpONb cepil);
OHkoTek ®apma
MpogakwH M6X,
HimeuunHa
(BMpOGHMLTBO "in
bulk", nepeuHHe
nakyBaHHS Ta
KOHTpO/b cepii)
80. AOAKAPBA3VH NOPOLLOK A/1A Mepak HimeuuuH | Mepak lesenbwadt | HimeuyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/6987/01/03
MEAAK NpUroTysBaHHsA lesenswadpt a dorop KniHiwe Yecbka 3MiHU | TUMY - BHECEHHSA 3MiH [0 po3Ainy
PO34MHY A5 IHQY3iN rop KNiHiwe Lneuianbnpenapar Pecny6nika «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
no 500 mr, 1 donakoH 3 Lneuianbnpe e M6X, HimeuunHa MapkyBaHHS 3riHO 3aTBEPAXEHOr0o TEKCTY
NOPOLLKOM Y KopobLi 3 napare M6X (BTOPUHHE MapKyBaHHs. OHOBMIEHHS TEKCTY MapKyBaHHS
KapToHY nakyBaHHs, YNaKoBKM JTiKapCbKOro 3acoby 3 BHECEHHAM
MapKyBaHHS, iHdhopMaLii WoAo 3a3HauYeHHA 0ANHULIb

KOHTPO/b Ta BUMYCK
cepii); OHkomes
MeHblohekyepiHr
a.c., Yecbka
Pecny6nika
(BUpOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs1,
MapKyBaHHSA Ta
KOHTPO/b cepii);

BUMIiptOBaHHA y cuctemi Sl. BeefeHHs 3MiH
NPOTSArom 6-Ty MiCAILB MiCNsi 3aTBEPAKEHHS
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi04YeHHs

OHkoTek ®apma
MpopakwH MéX,
HimeuunHa
(BUpOGHMLTBO "in
bulk", nepBrHHe
nakyBaHHS Ta
KOHTPO/b cepii)

81.

DAKAPBA3VH
MEJAK

NMopOLLOK AN
NpUroTyBaHHs
PO34mnHY ANs iHAY3il
no 1000 wmr, 1 chnakoH
3 MOPOLLKOM Y KOPOOGL
3 KapTOHY

Mepak
esenbladT
hrop KNiHiwe
Lneuianbnpe
napate M6X

HimeuunH
a

Megak Mesenbwadt
dotop KniHiwe
LWneuiansnpenapar
e M6X, HimeyunHa
(BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii); OHkome[,
MeHblohekYepiHr
a.c., Yecbka
Pecny6nika
(BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs1,
MapKyBaHHs Ta
KOHTpOnNb cepif);
OHkoTek ®apma
MpogakwwH MbX,
HimeuunHa
(BMPOGHMLTBO "in
bulk", nepBunHHe
nakyBaHHSA Ta
KOHTPO/b cepii)

Himeuuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHW | TUMY - BHECEHHS 3MiH A0 pPO34iny
«MapkyBaHHs» B MK# /13: 3anponoHoBaHo:
MapkyBaHHs 3rigHO 3aTBEPXEHOr0 TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
YNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHhopmaLii WwoA0 3a3HaYEHHS OAUHULb
BVMIiptOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS

3a peyenmom

UA/6987/01/04

82.

JEKACAH®

po3unH 0,2 mr/mn; no
50 mn a6o 100 mn,
a6o 200 mn, a6o 400
M/ Y NAsiLKax
CKNsAHMX; no 50 mn
a6o 100 mn, abo 250
M/, abo 500 m, abo
1000 mn, a6o 2000
mn, abo 3000 mn, abo
5000 mny
KOHTelHepax
noniMepHuX; No 2 Mn
a60 5 M1y KOHTelHepi
01HOA030BOMY, MO 4,
a6o 8, abo 10, abo 12
KOHTEHepIB y nayui 3

TOB "tOpis-
Papm”

YkpaiHa

TOB "tOpis-dapm”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais:
3MiHuM | TUNY - 3amMiHa po3giny « padiyHe
0hOpPMIEHHS YNAKOBKM» Ha PO34in «MapKyBaHHs»
y MK4 /13: 3anponoHoBaHo: MapKyBaHHs. 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS. 3MiHK
BHECEeHi B TEKCT MapKyBaHHs ynakoBKu
NiKapCbKoro 3acoby LLI0A0 3a3HaYeHHs
MDKHaPOAHMX NO3HAYeHb OAVHWLb BUMIPIOBAHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHSA

6e3 peyenma

UA/5364/01/01




61

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KapTOHY
83. OAEKCAMETA3 Tabnetku no 40 mr, no KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHeCceHHs1 3MiH 10 peecTpaLiliHix maTepianis: 3a peyenmom UA/16902/01/02
OH KPKA 5 Tabnetok y 6nictepi; Hoso mecTo mMecTo, CnoBeHis YTOUYHEHHS1 yNnakoBOK B Hakasi MO3 YkpaiHu Ne
no 2, 4 abo 6 (BUPOGHMLTBO "in 2119 Big 17.09.2020 B npoLeci BHECEHHSA 3MiH -
6nicTepiB y KAPTOHHIl bulk", nepsuHHe Ta 3MiHK | TRy - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Kopoo6Li BTOPUHHE Ta hapmakoHarnsagy (iHwi 3MiHK) - OHOBMIEHHS
nakyBaHHs, TEKCTY MapKyBaHHS YNakoBKW NikapCbkoro 3acoby
KOHTPO/b Ta BUMYCK 3 BHECEHHAM iHchopmaLil o0 3a3HaYeHHs
cepiii); KPKA, a.4., OAVHVLb BUMIpIOBaHHSA Y cuctemi Sl. BBegeHHs
HoBo mecTo, 3MiH NPOTATOM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS.
CnoBeHisi (KOHTPO/Ib Pepaxuis B Hakasi: no 10 TabneTok y 6nictepi; no
cepiii); KPKA, a.4., 1, 2 abo 3 6nicTepun y kapTOHHIli Kopobui. BipHa
HoBo mecTo, pepakuisi: no 5 tabneTok y 6nicrtepi; no 2, 4
CnoBeHis (nepBuHHe a60 6 6nicTepiB y KAPTOHHIli KOpOOL
Ta BTOPUHHE
nakyBaHHs)
84. AECKET PO3YMH ANA iH EKLA, MpuBaTHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/16764/01/01
25 mr/mn, no 2 mn B aKLioHepHe aKLioHepHe 3MiHW | TUNY - OHOB/IEHHSA TEKCTY MapKyBaHHS
amnyni, no 5 amnyn B TOBapWCTBO TOBap1CTBO yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
6nicTepi, no 1 abo 2 "Nlekxim- "Mekxim-Xapkis" iHchopmawii LWoA0 3a3HaYEHHA OAUHULID
6nicTepn B nauuj Xapkis" BUMIipIOBaHHs y cuctemi Sl. TepMiH BBEAEHHS 3MiH
NpoTArom 3 MicALiB Micna 3aTBepIKEHHs
85. MWKAPAIHC® TabneTku, BKpUTI BepiHrep HimeuunH Bepinrep HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/14980/01/01
NAiBKOBOIO 060IOHKOID IHrenbxainm a IHrenbxaiim ®apma 3MiHu | TUNy - BBeAEHHS BUpobHUKa Bidachem
no 25 wr; no 10 IHTEepHeLHN 'm6X i Ko. KT, S.p.A.(agpeca S.S.11 (Padana Superiore), 8
Tabnetok y M6X HimeuunHa 24040 Fornovo San Giovanni (BG) ITALY), sk
nepdopoBaHoMy (BMpOGHMLTBO, anbTepHaTUBHOIO BMPOGHMKA BifNoBigabHOMO 3a
6nicTepi; no 1 a6o 3 nakyBaHHs, KOHTPO/1b AKOCTI Ail0401 peyoBUHU
6nicTepy y KapTOHHiIl MapKyBaHHA, emnarnig103uH; 3anponoHosaHo: Bidachem
KOpoo6Li KOHTPO/b AKOCTI, S.p.A.(agpeca S.S.11 (Padana Superiore), 8
BUNYyCK cepii ); 24040 Fornovo San Giovanni (BG) ITALY),
dapm/lor Papma anbTepHaTUBHUIA BUPOGHMK A58 BUPOGHMLTBA
NopxicTik F'M6X, Litoy0i pevoBmnHN emnarid1o3vH
HimeuyunHa anbTepHaTUBHWI BUPOOHYK BigNOBifaIbHUIA 3a
(anbTepHaTMBHA KOHTPO/Ib SIKOCTi Ajil040i pe4yoBMHN eMnarnidno3nH
AinbHUUs ons
BTOPWHHOIO 3MiHU | TUNY - 3MiHW Ha3BM BUPOGHNKA
nakyBaHHs); BIANOBIAA/ILHOIO 3a KOHTPO/Ib AKOCTI Aitoyoil
LLTeremaHH peyoBMHM emnarnico3nH ,agpeca 3a/IMwaeTbes
NboHpepnakyHreH He3MiHHOLo, 3aTBepakeHo: Malgrat Pharma
yHZ, NoricTiwep Chemicals, S.L.U, Cami de la Pomereda, 13,
Cepsic e. K., 08380 Malgrat de Mar SPAIN; 3anponoHoBaHo:
HimeuyunHa AGC Pharma Chemicals Europe, S.L.U. Cami de
(anbTepHaTnBHA la Pomereda, 13, 08380 Malgrat de Mar SPAIN
AinbHUUs ons
BTOPVHHOIO
nakyBaHHs)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
86. MKAPAIHC® TabneTkn, BKpUTI BepiHrep HimeuuunH Bepinrep HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/14980/01/02
NNiBKOBOIO 060/10HKOI IHrenbxaim a IHrenbxaiim ®apma 3MiHu | TUNY - BBeAeHHs BUPO6HMKa Bidachem
no 10 mr; no 10 IHTepHeLwwHn v6X i Ko. K, S.p.A.(agpeca S.S.11 (Padana Superiore), 8
Tabnetok y M6X HimeuyunHa 24040 Fornovo San Giovanni (BG) ITALY), sik
nepdgopoBaHomy (BUPOGHULTBO, aNbTepHaTMBHOIO BUPOOHMKA BiANOBIAA/ILHOIO 3a
6nicTepi; no 1 a6o 3 nakyBaHHs, KOHTPO/Ib SIKOCTi AjiF040i PEeYOBUHM
6nicTepy y KapTOHHIl MapKyBaHHs1, emnarnich/103vH; 3anponoHoBaHo: Bidachem
KopoobLi KOHTPO/b SIKOCTI, S.p.A.(agpeca S.S.11 (Padana Superiore), 8
BUMNYCK cepii ); 24040 Fornovo San Giovanni (BG) ITALY),
®apm/lor apma anlbTepHaTMBHUIA BUPOGHMK A58 BUPOBHMLTBA
NopxicTik TM6X, Lito4oi pevyoBMHY eMnarnid)103uH
HimeuunHa anbTepHaTUBHWI BUPOOHVK BigNoBifaIbHUIA 3a
(anbTepHaTMBHA KOHTPO/Ib SKOCTi Ajil040i pe4yoBUHM eMnarnidno3nH
AinbHUUs ons
BTOPWHHOIO 3MiHM | TUMy - 3MiHW Ha3BM BUPOOHMKA
nakyBaHHs); BiANOBIAA/ILHOIO 3a KOHTPO/Ib SKOCTI Aitoyoil
LLTeremaHH peyoBMHM emnarnichIo3nH ,agpeca 3a/mwaeTbes
JlboHhepnakyHreH He3MiHHOI0, 3aTBepAxeHo: Malgrat Pharma
yHZ NoricTiwep Chemicals, S.L.U, Cami de la Pomereda, 13,
Cepsic e. K., 08380 Malgrat de Mar SPAIN; 3anponoHoBaHo:
HimeuyunHa AGC Pharma Chemicals Europe, S.L.U. Cami de
(anbTepHaTMBHA la Pomereda, 13, 08380 Malgrat de Mar SPAIN
AinbHUUs ons
BTOPUHHOTIO
nakyBaHHs)
87. ANHOPUK®- TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/6496/01/01
AAPHULA 060n0Hkot0, no 10 "®apmaueBTu "papmMaueBTNYHa 3MiHM | TUNY - CynyTHSA 3MiHa - 3MiHK 3 SKocTi. ADI.
Tab/1eTOK Y KOHTYPHIl YHa thipma hipma "OapHuus” KoHTponb A®I. 3miHa y napameTpax cneuundikadii
YapyHKOBIli ynakoBLj, "NapHuus" Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y

no 1 a6o 3 KOHTYpHiI
4apyHKOBi YNakoBKv B
nauuj

cneumgikauisx Ha A®Il, abo BUXiGHWIA/MPOMDKHWI
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci Bupo6HuLUTBa A®I (iHLWi 3MiHK) - BHECEHHS
3MiH 40 creumdikaLii Ta MeTogiB KoHTpono AdI
XnopTtanifoHy 3a nokasHukamu: «CynpoBigHi
[JOMILLKM» - HOPMYBaHHS Ta METOAMKY
BMNpobyBaHHA NpMBeAEHO A0 MOHOrpadii
"Chlortalidone" EP 10.0, goaaTkoBo 3a
pesynbTaTamu Basiifauii MeToavKa AONOBHEHA
TepMiHaMun NpUAATHOCTI 415 PO3UMHIB NOPIBHAHHSA
(a) Ta (b); «KinbkicHe BU3HAYEHHS» - BUMOTU [10
CTyNeHs po3AiNeHHs NpMBeeHa BifgnoBigHOCTI J0
MoHorpadii "Chlortalidone" EP 10.0, gogaTkoBo
BHECEHI pefakLjiiiHi NpaBKki, HOPMyBaHHS
3auLLeHo 6e3 3MiH; «lgeHTudikauis», «BTpaTta B
Maci npu BUCYLLYBaHI», «X/10puan» - O METOANK
BMNPOGYBaHHA BHECEHI peAakuiliHi npaBku,
MEeTOAVKN BUMPOBYBaHHS Ta HOPMYBaHHS
3a/1LeHi 6e3 3MiH




63

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
88. AIArNI3NA® Tabnetku no 80 mr, no AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/6986/02/01

10 TabneTok y
6nictepi; no 3 abo no
6 6nicTepis y navui 3
KapTOHY

3MiHu | TUNYy - AOMIHICTPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvika peecTpauiiHoro NocBigYeHHs) - 3MiHa
Ha3BM | agpecu 3asBHUKa (BBeAeHHS 3MiH
NPOTAroM 6-Tn MICALIB MiCNA 3aTBEPMKEHHS);
3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJIO AKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa Ha3BM i agpecu BUpoGHuKa 13 (BBeaeHHs
3MiH NPOTArom 6-TU MIiCALB NiCNA 3aTBEPMAXKEHHS);
3MiHM | TUny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta (hapmakoHarnagy (iHwi 3miHu) - 3amiHa po3giny
"MapkyBaHHs. Bignosigae HagaHomy TekcTy
MapKyBaHHS" Ha po3ain «MapkyBaHHs. 3rifgHo
3aTBEPKEHOrO TEKCTY MapKyBaHHs» B
3arBepkeHnx MKA J13. OHOBIEHHA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHdhopMaLii LWoA0 3a3HAYEHHS
OAVHWLb BUMIPIOBaHHS Y cuctemi Sl (BBeaeHHs
3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBEpOKEHHS);
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooby.
3MiHa y MeTofax BUNpPobyBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (4719 NPUBEAEHHS Y
BiAnoBigHICTb 3 1PY abo EBponeicbko
chapmakoneeto Ta BUNyYeHHS MOCUNIaHHS Ha
3acTapifivii BHYTPILLHI MeTog, BUNPOGYBaHHS i
0ro Homep) - BHECEHHS 3MiH A0 MeTogis
BMNpoGyBaHHSA /13 3a NOKa3HNKOM
"Mikpob6ionoriyHa yncToTa", 30kpemMa: BUIyHYeHHs
MOBHOIO OMMCY MPOBEAEHHS METOAUKMY;
[OMOBHEHHSA BifNOBIAHUM NOCUNAHHAM Ha fjtouy
pegaxuito 4dPY; 3MiHK | TUNY - 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneumdikaivi
Ta/abo JONyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTbCH Y
npoueci BupobHuutea A®| (iHWi 3MiHK) - BBEAEHHS
nepioguyHocTi A®I Mikasug (BUpobHUK Zhejiang
Jiuzhou Pharmaceutical Co. Ltd.) 3a nokasHvuKom
"Mikpob6ionioriyHa ynctoTa": nepLly Ta KoxHy m'aty
cepito B pik, ane He pigle ogHoro pasy B pik;
3MiHW | Tuny - 3miHK 3 sakocTi. A®I. KoHTponb AdI.

3MiHa y napameTpax crneuvdikauii Ta/abo
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

OONYCTUMUX MEX, BUSHAYEHVX Y crieumdikaLisix
Ha A®|, abo BMXigHWA/NPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTbCH Y
npoueci BupobHuutea A®| (iHWi 3MiHK) - BBEAEHHS
nepioguyHocti A®I Mikasug (BUpobHUK Zhejiang
Jiuzhou Pharmaceutical Co. Ltd.) 3a nokasHvuKom
"CynbthaTHa 30/51a"; KOXHa n'aTa cepis, ane He
pigwe ofHOro pasy B pik; 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
NikapcbKoro 3acoby (iHWi 3MiHN) - 3MiHa
nepioguyHocTi /13 3a NOKa3HUKOM
"MikpobionoriyHa yncrora”

89.

JDIAMAKC®

kancysnm Teepgi no 50
mr, no 10 kancyny
6nictepi; no 3
6nicTepy B nayw,i

TOB
"®APMEKC
reyn

Ykpaina

TOB "®APMEKC
reymn"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHW | TUMY - BHECEHHSA 3MiH [0 p.
«MapkyBaHHs»: 3anpornoHoBaHo: MapkyBaHHS
BignoBigHo A0 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS.

OHOB/IEHHSI TEKCTY MapKyBaHHS ynakoBKW
nNikapcbKoro 3acoby 3 BHECEHHSAM iHchopmaLi
LLIOZ0 3a3HaYeHHS OAVHMLb BUMIPIOBAHHA Y
cucTemi Sl. BBeeHHS 3MiH NpOTSArom 6-Tv MicsiLiB
nicns 3aTBepmkeHHs

3a peyernmom

UA/11090/01/01

90.

JNOHA®

PO3YMH ANS iH'EKLIN;
no 2 mn B amnyni A B
KOMMIeKTi 3 1 mn
PO3YMHHYMKa
(mieTaHonamiH, BoAa
LN iH'eKUin) B amny i
B; no 6 amnyn ATta6
amnyn By coytnapi;
no 1 cpytnisipy B
KOpO6Li 3 KAPTOHHY

MEJA dapma
'M6X eHp Ko.
Kr

HimeuunH
a

Bionorivi ITanis

Nab6opatopiz C.p.J1.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUnYy - 3MiHK WoAo 6e3neku/eheKkTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHW) - BHECeHHs 3MiH
0o po3ainy “MapkyBaHHsA" MKA J13. 3aTBepaXeHo:

MapkyBaHHSA (foAa€eTbcs1). 3anpPONOHOBAHO:
MapkyBaHHs. Bignosifae 3aTBepAXeHOMY TEKCTY
MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA
YNakoBKW NiKaPCbKOro 3ac00y 3 BHECEHHAM
iHhopmauii Wwoao 3a3Ha4eHHs OAUHMLb
BMMIpIOBaHHA y cucteMi Sl (BBefeHHsA 3MiH

NpOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS);

3MiHKM | TURNY - AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBafPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOIO J1iKapCbKOro 3acoby, BK/IoUaoun

AinbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS

KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BignoBsigae
BMPOGHMK/IMNOpTEp, BKIOYAKYN BUMYCK Cepii) -
3MiHa agpecu BMpo6HuKa bionorivi ITanis
Nab6opaTtopis C.p.J1., ITanis, 6e3 3miHu1 Micus
BMPOGHMLTBA. 3MiHVM BHECEHO B IHCTPYKLit0 /15
MeAMYHOro 3acToCyBaHHA LWOAO
MiCLLe3HaxXoMKEHHS1 BUPOGHMKA 3 BiANOBIAHUMY

3a peyenmom

UA/4178/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3MiHaMU Y TeKCTi MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby (BeBefieHHs 3MiH NPOTSArom 6-
TU MicALiB NicNs 3aTBEpPAKEHHS)
91. AOPE3® TabneTku, BKpUTI ANKANOIQ AL | Pecny6nik AJTKANOIQ AL Pecny6nika BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyernmom UA/11285/01/01
nNiBKOBOKO Ckon'e a MiBHiuHa Ckon'e MiBHiYHaA 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0cobun
060/10HKOI0, N0 2,5 Mr, MakenoHis MakegoHis 3asBHWKa, BIANOBIAA/IbLHOI 3a hapMakoHarnsg,
no 10 TabneTtok y MponoHoBaHa pepakuis: Aue Ky3maHOBCKi.
6nictepi; no 3 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobun
6nicTepy y KapTOHHIl 3asBHVKa, BigNOBiAaIbHOI 3a hapmakoHarnsg,
Kopoo6Li
92. OOPE3® TabneTkn, BKpUTI ANKANOIQ AL | Pecny6nik ANKANOIL AL Pecny6nika BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/11285/01/02
nNiBKOBOKO Ckon'e a MisHiuHa Ckon'e MiBHiYHaA 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0cobun
060/10HKOI0, 10 5 Mr, MakefoHis MakefoHis 3as1BHMKA, BignoBigasibHOI 3a chapmakoHarnsag.
no 10 TabneTtok y MponoHoBaHa pefakuis: Aue Ky3maHOBCKi.
6nicTepi; no 3 3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
6/1icTepun y KapTOHHIN 3asBHVKA, BigNoBiAa/IbHOI 3a hapmakoHarnsag
KOpoo6Li
93. OOPE3® TabneTku, BKPUTI ANKANOIQ AL | Pecny6nik ANKANOIL AL Pecny6nika BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/11285/01/03
nNiBKOBOKO Ckon'e a MiBHiuHa Ckon'e MiBHiYHa 3MiHM | TUNY - 3MiHa YNOBHOBaXEHOT 0CObM
060/10HKO10, No 10 wmr, MakefoHis MakefoHis 3asBHMKa, BIANOBIAA/ILHOI 3a hapmMakoHarnsg,
no 10 TabneTtok y MponoHoBaHa pefakuis: Aue KyamaHOBCKi.
6nicTepi; no 3 3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
6nicTepy y KapTOHHIl 3a8BHVKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
KopooLi
94. OYDPACTOH® TabneTku, BKPUTI AB6OTT HigepnaH A660TT HigepnaHnam BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/3074/01/01
nNiBKOBOKO Xenckea on Bionogxikans b6.B. 3MiHu || TRy - iHdhopMaList WoA0 cuctemm
060/10HKO0, No 10 mr, Mpopaxrtc 6.B. ynpas/iHHA pu3nkamu. OHOB/IEHO NNaH
no 20 TabneTok y ynpas/iHHA pu3mkamm, Bepcis 2.0 y 3B'A3Ky 3
6nicTepi; no 1 [0MNOBHEHHAM BaXK/TMBUX PU3UKIB. 3MiHW BHECEHI
6nicTepy B KApTOHHIl [0 yacTuH "Cneumndikauis 3 6e3nekn”, "MNnaH 3
Kopobui; no 14 a6o 28 hapmakoHarnagy”, "3axoam 3 MiHimisauii pu3ukis”
Tabnetok y 6nictepi; «Pe3tome nnaHy ynpasiHHA pusnkamm»
no 1 6nictepy B
KapTOHHI Kopo6Lii
95. EAAPBIKNOP® | Ttabnetku, BKpuUTI AciHo dapma LLsenuapi BMPOGHMLTBO 3@ IpnaHgjs BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/15204/01/01
N/1iBKOBOO Al a MOBHUM LIIK/TOM: 3MiHa 3asBHWKa (BNacHMka peecTpaviiiHoro

060/10HKO10, 40
mr/12,5 mr; no 14
TabneTok y 6nictepi;
no 1 aéo no 2
6/1icTepun y KapTOHHIN
Kopoo6Li

Takega lpnaHgis
nig

nocBiJYeHHs). BBeAeHHSA 3MiH NpOTSArom 6-tu
MicsLiB nicnsA 3aTBepAyKeHHs. 3MiHu | TUny - 3MiHK
woAao 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy (BBeleHHs y3araibHeHUX JaHnx
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIAa/IbHOI 3a
34ilicHeHHA hapMakoHarnsgy; KOHTaKTHoT 0cobm 3
thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarisgy B YKpaiHi, SKLLO BOHA BigMiHHa




66

Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

BiZl yNOBHOBaXeHOI 0cO6MU, BiAMNOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarsay (BkIuakum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI

mMacTep-aiina cuctemu dhapmakoHarnisgy). 3miHa
YMNOBHOBAaXEHOT 0CO6M 3as1BHKKA, BifnoBiganbHOl
3a (hapmakoHarnsg,. [irova pegakuis: Sumit

Munjal, MBBS FRSPH MSc DLSHTM MRQA.

MponoHoBaHa pepakuin: Dr. med. Dieter Wetzel
(Physician), MBA. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOI 0co6bu, BiANOBiAabHOT 3a
thapmakoHarnsag. 3mMiHa KOHTakTHOI 0cobu

YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BignoBiganbHOT
3a (hapmakoHarnag B Ykpaini. [itoua pegaxuis:
CamoHeHKo MapuHa BonoavmupisHa.
MponoHoBaHa pepakuis: CopokoneToBa Anna
BopwcisHa.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0cobum
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BignoBiganbHOT
3a (hapmakoHarnsg B Ykpaii.

3MiHa MicLA 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3

hapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs
MacTep-chaina cuctemm dhapmakoHarnsay.

96.

EKCUCTEH-
CAHOBE/b

Tabnetku no 15 mr; no
10 TabneTok y
6nicTepi; no 1 a6o 3
6nicTepy y KapTOHHil
Kopoo6Li

CaHoBefb
Insy CaHai Be
Tupxapet
A.LL

TypeyunH
a

CaHoBersib Inay

CaHai Be Tumxapet

AL

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHV | TUMY - OHOBMEHHS TEKCTY MapKyBaHHS
YNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BMMIpIOBaHHS Y cuctemi Sl. BHeceHHs 3miH Ao
po3sginy «MapkyBaHHs» B MKA J13»:
3anponoHoBaHo: MapkyBaHHS. 3rifHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. BBefeHHs
3MiH NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPIKEHHSA

3a peyenmom

UA/9604/01/02

97.

EHAN®

Tabnetku no 2,5 wr;
no 10 TabneTtok y
6nicTepi; no 2
6nicTepy y KapTOHHiIl
KopoobUi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., Hoso
MECTO

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:
3MiHKM | TUMY - NOAAHHS OHOBIEHOTO cepTudiikaTa
BiANoBigHOCTI EBponelicbkiit hapmakonei Ne R1-

CEP 2003-078-Rev 06 ans gjto4oi pe4yoBuHm

Enalapril maleate Big BXe 3aTBEPAKEHOTO
BMpo6Huka Neuland Laboratories Limited, India;
3MiHW | TUMY - NOAAHHA OHOBMIEHOrO cepTudikara
BiANOBIAHOCTI €Bponelicbkili hapmakonei Ne R1-
CEP 2003-078-Rev 07 ans gjto4oi pe4yoBuHu
Enalapril maleate Bif Bxe 3aTBepixeHoro
Bupo6HMKa Neuland Laboratories Limited, India;
3MiHuM | TUNY - NOJAaHHA OHOBIEHOTO cepTudikaTa
BiZiNOBIAHOCTI €Bponeiichbkiin hapmakonei Ne R1-
CEP 2003-078-Rev 08 ans gjto4oi pe4yoBuHn
Enalapril maleate Big Bxe 3aTBEpKEHOIO
Bupo6Huka Neuland Laboratories Limited, India;

3a peyenmom

UA/4323/01/04
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi04YeHHs

3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikata
BiAnoBiaHOCTI EBponeiicbkiit hapmakonei Ne R1-
CEP 2003-078-Rev 10 ans Aito4oi peyoBuHu
Enalapril maleate Big Bxe 3aTBepmxeHOro
Bupo6Huka Neuland Laboratories Limited, India;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiAnoBigHOCTI EBponelickbkinn hapmakonei Ne R1-
CEP 2000-053-Rev 03 ans gjto4oi pe4yoBuHm
Enalapril maleate Big Bxe 3aTBepmXeHOro
BMpo6Huka Zhejiang Huahai Pharmaceutical Co.,
Ltd; 3miHuK | TUNY - BUyYeHHs BUpOOHUKa AD|
eHananpuny maneaty - KRKA, d.d., Novo mesto,
CnoseHia (R1-CEP 2000-212-Rev 02); 3MiH# |
TMNYy - NOA@HHS OHOB/IEHOTO cepTudikarta
BiAnoBigHOCTI E€Bponelicbkiin hapmakonei Ne R1-
CEP 2000-053-Rev 04 ans gito4oi peyoBuHM
Enalapril maleate Big Bxe 3aTBepXEHOr0
BMPOGHMKA i3 3MIHOK Ha3BM Ta aApecu BacHMKa
CEP; 3MiHuM | TUMy - NogaHHs OHOB/IEHOTO
cepTudikaTa BifnoBiAHOCTI EBpoNeiichKii
papmakonei Ne R1-CEP 2000-053-Rev 05 gns
aitoyoi pevosuHK Enalapril maleate Big Bxe
3aTBepxeHoro BupobHrka Zhejiang Huahai
Pharmaceutical Co., Ltd.; 3miHn | Trny -
OHOBJIEHHS TEKCTY MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLlii
{00 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
cucTemi Sl. BHeceHHs 3MiH [0 po3giny
""padpnueckoe ochopmneHne ynakosku" MKA /13:
3anpornoHosaHo: MAPKPOBKA. B cooTBeTCTBUK
C yTBEPXAEHHbIM TEKCTOM MapK1UpoBKy. BBeaeHHs
3MiH NPOTArom 6-Tu MiCALIB NicNa 3aTBEPIKEHHS

98.

EProc®

Tabnetkv no 50 mMr no
1 ab6o 2, abo 4
Tabnetkn y 6nictepi;
no 1 6nictepy B
Kopob6ui; no 4
Tabnetku B 6nicTepi;
no 2 6nictepu B
Kopoo6Ui

TOB
"dhapmaueBTu
YyHa KOMMaHis

"®apKoC"

Ykpaina

TOB
"@apmavueBTnyHa
KoMnaHis "®apKoC"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNY - BBEAEHHSA AOAATKOBOrO TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3

BHECEHHAM iHchopMmalii LLoAO 3a3HaYeHHS
OOMHULb BUMIpIOBaHHA y cuctemi Sl

3a peyernmom

UA/6666/01/02

99.

EPrO®EPOH

Tabnetku no 20
TabneTtok y 6nictepi;
nol,2a6o5
6nicTepiB y KApPTOHHIi
KopoobUi

TOB "Marepia
Mepuka-
YkpaiHa"

Ykpaina

3AT CaHToHika

NnutBa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu || TRy - oHoBNEHO MaH ynpaBniHHSA
pusmkamu, Bepcis 3. 3MiHN BHECEHI 0 nepersiky
BaX/IMBUX Npo6ieM 3 6esneku Ta
B3AEMONOB'A3aHNX YaCTWH NiaHy ynpas/iHHA
pr3nKamMm Takox BHeceHa iHpopmavis Wwoao
3aBepLUEHOro KNiHIYHOTO AOC/IKEHHS 3a

6e3 peyenma

UA/12931/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
npotokosiom MMX-ER-008
100. | ECNA- Tabnetku, Lo Ecnapma HimeuuunH ApsaHc ®apma HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/17918/01/01
BACTUH® [NCMEepryoTLes B 6X a vm6X, HimeuunHa; 3MiHW | TUMY - BHECEHHS HE3HAaYHMX 3MiH [0
POTOBI NOPOXHWHI MO dapma BepHirepoge MEeTOAMKM BUNPobyBaHHSA AdD| E6acTuH 3a
10 mr no 10 TabneTok m6X, HimeyunHa nokKasHnkom "Po3mip yacTok"
y 6nictepi, no 1
6ricTepy B ynakoBLij
101. | ECNA- Tabnetku, Lo Ecnapma HimeuuunH ApnaHc Papma HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/17918/01/02
BACTUH® OUCMepryTbes B X a 'm6X, HimeuumnHa; 3MiHW | TUMY - BHECEHHS1 HE3HAYHMX 3MiH A0
POTOBI NOPOXHWHI MO dapma BepHirepoge MEeTOAMKM BUNPo6yBaHHS ADl E6acTuH 3a
20 mr no 10 TabneTtok m6X, HimeuyunHa nokasHnkom "Po3mip yacTok"
y 6nicTepi, no 1
6nicTepy B ynakoBLij
102. | ECNA-KAPB® Tabnetku no 10 mr no Ecnapma HimeuumnH BMpo6HULTBO bulk, HimeyunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/12191/01/02
25 TabneTtok y 6X a nepBUHHE 3miHu | TMny - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKUii
6nicTepi, no 2 abo no nakyBaHHs, 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
4 6nictepn y BTOPVHHE BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHULTBA A5
KapTOHHI Kopo6Li nakyBaHHs1, YyacTvHN abo BCbOro BUPOGHNYOro npouecy
KOHTPO/b AKOCTI, roTOBOrO NiKapCbKoro 3acoby (finbHUUS Ans
BUMNYCK cepii BTOPUHHOTO NakyBaHHA) BBeAeHHsA foAaTKoBOI
Ninpodhapm MvbX, OiNbHWL 415 BTOPVYHHOTO MakyBaHHSA ecnapMa
HimeuuunHa,; dapma Cepgices N'M6X, binecenbaep wrpacce 1,
BTOPVHHE 39171 3iwonbueTans B OcTepeeaiHreHi,
nakyBaHHs HimeuunHa/ esparma Pharma Services GmbH,
ecnapma ®apma Bielefelder Strasse 1, 39171 Suelzetal OT
Cepsices 'M6X, Osterweddingen, Germany Ta 3a3Ha4yeHHs
HimeuunHa OyHKLUI 418 BXe 3aTBEPAXKEHOro BUPOGHMKa
Nivpodpapm M6X, HimeuwunHa (BupobHULTBO bulk,
nepBUHHE NakyBaHHS, BTOPUHHE NaKyBaHHS,
KOHTPO/b SIKOCTi, BUNYCK cepil)
103. | ECNA-KAPB® Tabnetky no 5 mr no Ecnapma HimeuuunH BMpo6HULTBO bulk, HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/12191/01/01
25 TabneTtoK 'y 6X a nepBuHHE 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
6nicTepi, no 2 abo no nakyBaHHs1, 3aci6. 3MiHM y BUpobHMLTBI. 3amiHa abo
4 6nictepn y BTOPVHHE BBEJEHHSA 404AaTKOBOI Ai/IbHULi BUPOOHULTBA AN
KapTOHHI Kopo6Lyi nakyBaHHs, YacTvHM abo BCbOro BUPOGHMYOro npoLecy
KOHTPO/b AKOCTI, rOTOBOrO JlikapCcbkoro 3acoby (ginbHuUA ans
BUNYyCK cepii BTOPVHHOrO NakyBaHHs) BBeeHHs foAaTKoBOI
Ningodhapm MméX, AiNbHWL 415 BTOPMHHOTO NakyBaHHA ecnapmMa
HimeuumnHa; dapma Cepsices 'M6X, binedenbgep wrpacce 1,
BTOPUHHE 39171 3iwnbueTans B OcTepBediHreHi,
nakyBaHHs HimeuunHa/ esparma Pharma Services GmbH,

ecnapma ®apma
Cepsices 'M6X,
HimeuunHa

Bielefelder Strasse 1, 39171 Suelzetal OT
Osterweddingen, Germany Ta 3a3Ha4eHHs
yHKLUI 415 BXe 3aTBEPAXKEHOro BUPOGHMKA
NiHpodapm M6X, HimeuwunHa (BupobHuuTBO bulk,
NepBUHHE MakKyBaHHS, BTOPUHHE NaKyBaHHS,
KOHTPO/b SKOCTI, BUMYCK cepii)




Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

104.

ECNYMIBAH®

Kancynu m'ski no 40 mr
no 25 kancyny
6nictepi; no 1, abo no
2, abo no 4 6nictepu B
KapTOHHI KopooLyi

BEPNIH-XEMI
Al

HimeuumnH
a

BEP/IIH-XEMI AT,
HimeuuunHa (Bunyck
cepii); BEPJIIH-
XEMI AT,
HimeuunHa
(koHTpOnb cepii);
BEP/IIH-XEMI AT,
HimeuunHa
(nakyBaHHs);
[OpareHocapm
AnTekapsb IMown
'm6X, HimeuunHa
(KoHTponb cepii);
KatasieHt
HimeuunHa E6epbax
'mM6X, HimeuunHa
(Brvpo6bHUUTBO
M'SIKMX Kancyn «in
bulk»); KataneHt
HimeyunHa E6epbax
'm6X, HimeyunHa
(koHTpOnb cepii);
MeHapiHi-®oH
XengeH MvbX,
HimeyunHa
(NakyBaHHs); C.Ll.
CBICKAMNC
POMAHIA C.P.1.,
PymyHis
(BnpobHMuTBO
M’SIKUX Kancyn «in
bulk»); Csicc Kenc
'm6X, HimeuunHa
(MakyBaHHs1)

HimeuunHa/
PymyHis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHuM | TUny - 3miHM B MK /13, a came p.
«MapkyBaHHS. TEKCT A0AAETLCA» 3MIHEHO Ha p.
«MapkyBaHHS. 3riffHo 3aTBEpAKEHOro TEKCTY
MapKyBaHHs». OHOB/IEHHS TEKCTY MapKyBaHHSI
YMakoBKM NIKAPCbKOro 3ac00y 3 BHECEHHAM
iHchopMmawii LWoA0 3a3HaYEHHS OAUHULb
BUMIPIOBaHHSA Y cuctemi Sl. BBeieHHA 3MiH
NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS

6e3 peyenma

UA/0152/02/01

105.

ECTESN®IH

cnpeii HalwkipHuii, 1
%, no 15 mn a6o 20
M1y dp1akoHi; no 1
hnakoHy y nauui 3
KapTOoHY

AT "dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TUNY - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BNacHuKa peecTpauiiHoro nNocBigYeHHs!) - 3MiHa
HallMeHyBaHHS Ta afpecu 3asBHUKa (BNacHMka
peecTpaujiiiHoro noceig4eHHs1) BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPMAXKEHHS; 3MiHU
| Tuny - AgMiHiCTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiSNIbHOCTI BUpoBHUKa/imMnopTepa
rOTOBOrO MiKapCbKOro 3acoby, BKIYaKUM
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO SIKOCTI. (ZisS/IbHICTB, 3a 5Ky BignoBsigae
BMPOGHMK/iMNIOPTEpP, BKAKOYAYM BUMYCK Cepiid) -

6e3 peyenma

UA/15499/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3MiHa HalilMeHyBaHHs Ta agpecy BUpo6HYKa, 6e3
3MiHM MicLA BUPOBHULTBA. 3MiHU BHECEHI Y
po3ginu "BrnpobHuk" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta /i0ro agpeca Micus npoBakKeHHs
LiSNbHOCTI" B IHCTPYKLiO 418 MeguyHoro
3aCTOCYBaHHSA Ta K HACMAOK - BIANOBIAHI 3MiHW Y
TEKCTi MapKyBaHHS YNakoBKW JlikapCbKoro 3acoby
(BBefeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
3aTBEPMKEHHS); 3MiHW | TMNy - 3MiHM Woa0
6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHK) - BHECEHHS 3MiH A0 po3ainy «MapKyBaHHs»
MKA N3 3arseppxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TEKCTY MapKyBaHHS.
3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECeHi B TEKCT MapKyBaHHSA ynakoBKu
NiKapCcbKoro 3acoby LLoA0 3a3HaYeHHs
MDKHapOAHMX MO3HAaYeHb OAUHULIb BUMIPHOBAHHS
(BBegeHHs 3MiH NpOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHSA)
106. | ECTPOXE/b refls g5 MicueBoro beseH Benbris BeseH Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyernmom UA/4120/01/01
3acTocyBaHHs, 0,6 Xenckea CA MeHbloghekyypiHr 3MiHW | TUMY - BHECEHHSA 3MiH [0 pOo3ainy
Mmr/r no 80 r y donakoHi Benpxiym CA “MapkyBaHHs" MKA 13; 3anponoHoBaHo: 3rifHO
3 103Y104UM 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.
npucTpoem; no 1 3aTBepAKeHHA anbTepHaTUBHOTO TEKCTY
h1aKoHy B KapTOHHii MapKyBaHHS YNakoBKY NikapCbKOro 3acoby i3
Kopoo6Li 3a3Ha4YeHHSAM MiXHapOAHUX MO3HAYeHb OAUHULIb
BMMIipIOBaHHA. BBeeHHA 3MiH NPOTArom 6-Tu
MicsILiB nicns 3aTBEpPoKEHHS
107. | ETONO3U,, KOHUEeHTpaT A5 EBEBE ABCTpIst EBEBE dapma ABCTpist BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a peyenmom UA/2569/01/01
"EBEBE" PO34unHY ANs iHQy3il, dapma lec.m.6.X. Hopr. KT, 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
20 mr/mn; no 2,5 mn lec.m.6.X. ABCTpIs (NOBHWIA YNakoBKW NiKaPCbKOro 3ac00y 3 BHECEHHAM
(50 mr), abo no 5 mn Hdor.KI LMK BUPOOHULTBA); iHhopmauii Wwoao 3a3Ha4eHHs OAUHMLb
(100 wmr), a6o no 10 3eiibepcaopd BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 1o
Mmn (200 mr), abo no Na6op MvobX, po3gainy «MapkyBaHHs» MKSA 13; 3anponoHoBaHo:
20 mn (400 mr) y ABCTpIst MapkyBaHHS. 3rigHO 3aTBEPAKEHOro TEKCTY
thnakoHi; no 1 (TecTyBaHHs); MM/ MapKyBaHHs. TepMiH BBeZ,eHHS 3MiH NPOTAroM 6
(h1aKoHY B KapTOHHii Mikpob6ionoriwec MiCALIB MiCNA 3aTBEPKEHHSA
KopoobUi Mptochnabop Mm6X ,
ABCTpIA
(TecTyBaHHs)
108. | EY®OPBIYM cnpeii HasaslbHUIA MO Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 6e3 peyenma UA/6010/01/01
KOMMO3UTYM 20 mny XalinbMmiTTens a XainbMmitrens 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
HA3EHTPOMN® | posnumoBavax Ne 1 Xeenb M'm6X Xeenb M'm6X YMakoBKM NiKAPCbKOro 3ac00y 3 BHECEHHAM
EHC iHchopmawii WoA0 3a3HaYEHHS OAUHULb

BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 0
po3giny “MapkysaHHsa" B 3aTBepKeHnx MKA N3.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3anponoHoBaHo: MAPKYBAHHA.
BianosigHo [0 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHs. BBeAeHHSA 3MiH NpOTArom 6-Tn
MiCALIB MiCNA 3aTBEPKEHHS
109. | €EBPO3NONM NOPOLLIOK A/151 iH'EKLi €Bpo Benvka EliCiEc [o6cap ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14073/01/01
no1,0r, 1a6o 10 Naiidpkep N14 BpuTaHis C.M.A. 3MiHK | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA NiKapcbKnii
(h1aKOHIB 3 NOPOLLKOM 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
Y KapTOHHii1 kopobui npuaatHocTi abo ymoBax 36epiraHHs roTOBOro
nNiKapcbKoro 3acoby (36iMbLIEeHHs TepMiHy
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi yNakoBky (NiATBEPMAXKYETLCA faHNMU
peasibHOro yacy) - 36ibLIeHHS TEPMiHY
NpVAATHOCTI FOTOBOTO NiKapPCbKOro 3acoby Ha
OCHOBI NO3UTMBHMX Pe3yNbTaTiB AOBrOCTPOKOBUX
AocnigpKeHb cTabiNbHOCTI y peanbHOMY yaci:
3arBepmkeHo: TepMiH NPUAATHOCTI 2 POKK
3anponoHoBaHo: TepMmiH NpuAaTHOCTI 3 POKW.
TakoX 3MiH/ BHECEHI B iHCTPYKLIiO AN MEANYHOTO
3actocyBaHHA /13 y p. "TepMmiH npugartHocTi”
(BBeeHHs 3MiH NpoTAroM 3-x MicsLiB nicns
3aTBEPLKEHHS)
110. | XXMBOKOCT Masb, o 251, 1o 40 r TOB "OKn Ykpaina TOB "OKI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/6235/01/01
APTONIA y Ty6i; no 1 Ty6i B "®PapmaLieBTu "papmMaLeBTnYHa 3MiHU | TUMY - OHOBNEHHSA TEKCTY MapKyBaHHs
nauui 3 kKapToHy; no 25 | yHa chabpuka" habpuka" yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
ra6o no 50 r, abo no iHhopmaLii WwoA0 3a3HaYeHHS OAUHULb
90 ry 6aHuj; no 1 BUMIiptOBaHHA y cuctemi Sl. BeefeHHs 3MiH
6aHLi B mayy,i 3 NPOTSArom 6-Ty MiCAILB MiCNsi 3aTBEPAKEHHS
KapTOHY;
111. | 3AJIAIH OBY/Il | necapiino0,3rno 1 3AT YropLmHa BiAnoBiganbHUi 3a HimeyuunHa/ BHEeCeHHs 3MiH 10 peecTpauiliHix maTepianis: 3a peyenmom UA/1849/02/01
necapito y 6nictepi, no | ®apmauesTuy NOBHUIA LWKN YropwmHa 3miHu | Tvny - 3miHn Wwoao 6e3nekn/eddeKTUBHOCTI
1 6nictepy y HWlA 3aBOf, BUPOGHULTBA, Ta hapmakoHarnsgy (iHwWi 3miHu) - BHeCeHHs 3MiH
KapTOHHi Kopo6bLy EriC BK/1HOYA0UN BUMYCK 0o p. MapkysaHHsa MKA /13:
cepii: 3arBepaxeHo: Mapkuposka. MNpuiaraeTcs.
Tpommczopdd 3anponoHoBaHo: MapkupoBska. B cooTBeTcTBUM C
'vmbx i Ko KT, YTBEPXAEHHbIM TEKCTOM MapKUPOBKMN
HimeyumnHa; BBefeHHs1 40A4AaTKOBOrO TEKCTY MapKyBaHHS
BiAnoBiganbHUIA 3a yMakoBKM NiKapCbKOro 3acoby i3 3a3Ha4YeHHAM
BUNYCK cepii: 3AT MDKHapPOAHUX NO3HaYeHb OAVHULLL BUMIPHOBAHHS.
dapmaleBTUYHNI BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3asop ElIC, 3aTBepKEHHSA.
YroplimHa
112. | 3AJIAIH OBY/l | necapiino 0,3rno 1 3AT YropumHa BiANOBigabHUIA 3a Himeuunna/ BHeceHHs 3MiH [0 peecTpaviiiHix maTepianis: 3a peyenmom UA/1849/02/01
necapito y 6nictepi, no | ®apmaueBTuy NOBHUIA LKA YropwuHa 3MiHu | TUNYy - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
1 6nictepy y HWi 3aBOf, BMPOGHMLITBA, Ta chapmakoHarnsagy. BeegeHHs abo 3miHv o
KapTOHHii Kopobui EriC BK/THOHYAK0UM BUNYCK y3arasibHeHNX AaHvX Npo cucTemy
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
cepii: chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
Tpommczopdhd npo cuctemy papmakoHarnsgy, amiHa
'mBx i Ko KT, YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
HimeuumnHa; 3piicHeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
BiAnoBiganbHUii 3a hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
BMNYCK cepii: 3AT hapmakoHarnsagy B YKpaiHi, Ko BOHa BigMiHHA
dapmavleBTUYHNI BiZl yNOBHOBaXeHOi 0co6MU, BiAMNOBIAa/IbHOI 3a
3aBop ErIC, 3[iiCHEeHHs1 hapMakoHarisay (BkIyakum
YropumHa KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-aiina cuctemy papMmakoHarnisay) -
3MiHa KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BiANOBiAaIbHOI 3a hapmakoHarnsg, s
YkpaiHi. [itova pegakuis: PegopueHko OneHa
€sreHiBHa. ponoHoBaHa pefakuis: €giMKiH
Angpili leopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YMNOBHOBAaXEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOl
3a hapmakoHarnsg B Ykpaii.
113. | 3OKAPAIC® TabneTku, BKpUTI MeHapiHi TMokcemby A. MeHapiHi ITania/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/6736/01/01
AnocC 30/12,5 nNiBKOBOK 060MOHKOK | IHTepHelloHan pr MaHyhakTypiHr HimeuunHa 3MiHU | TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT 415
no 14 tTabneTtok y OnepeiLoHc JloricTikc eHp, MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby o
6nicTepi; no 1 abo 2 INokcembypr Cepsicec C.p.J1., po3gainis: "OcobnuBocTi 3acTocyBaHHs", “IM06IYHI
6nicTepy y KapTOHHiIl C.A. ITanis (BMpo6HMLTBO peakuii” oo 6e3nekun 3acTocyBaHHSA Aioyol
Kopoo6Li in bulk, kiHueBe pPeyoBUHM rigpoxopTiasng, BignoBigHO A0
nakyBaHHs1, BUMYCK pekomeHgauiii PRAC/EMA. BBeggHHs 3MiH
cepiid); A. MeHapiHi NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS
MaHyhakTypiHr
JoricTikc eHa
Cepsicec C.p.J1.,
ITanis (koHTposnb
cepiii); Jomne
thapmaueyTiui
C.n.A,, ITanis
(kOHTpONb Ccepiid);
MeHapiHi-®oH
XengeH M'vbX,
Himeuunna
(BMPOGHMLTBO in
bulk, kKiHueBe
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)
114. | 3SOMAKTOH NOpOLLOK ANsi po3unHy | ®eppiHr TM6X | HimeuyunH Baccepbyprep HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/10477/01/02
ONS iH'eKujii no 4 wmr, 1 a ApLHaiiMiTTeNbBEPK Yecbka 3MiHU | TUMY - OHOBNEHHSA TEKCTY MapKyBaHHs
(hN1aKkoH 3 MOPOLLKOM Y 'mM6X, HimeuyunHa Pecny6nika yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KOMMNNekKTi 3 1 (BignoBifansHwWii 3a iHbopmaLii Wwoao 3a3Ha4YeHHS OAUHULb
amnysoto no 3,5 mn BMPOGHULITBO BUMIpOBaHHSA Y cuctemi Sl. BHeceHHs 3MiH Ao
PO3YMHHMKA (HATPIt0 MOPOLLKY Ta po3ainy «MapkyBaHHs1» MKS J13; 3anponoHoBaHo:
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
xnopug, cnupt PO3YMHHVKA); MapkyBaHHS. 3rifiHO 3aTBEPAKEHOr0 TEKCTY
6eH3unosuii (9 mr/mn), deppiHr Mv6X, MapKyBaHHs. TepMiH BBE,eHHS 3MiH NPOTAroM 6
BOJa AN iH'EKLiRN) ¥ HimeuyunHa MicsILiB MicNsi 3aTBEPOAYKEHHS
KapTOHHI ynakoBLi (BignoBigansHuii 3a
BMPOOHULITBO
MOPOLLKY, BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SKOCTi Ta
BMNyCK cepil);
deppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBigansHWii 3a
BTOPWHHE
nakyBaHHs)
115. | IBY®EH® Ansd CycCrneH3sis opasibHa, MepaHa Monblwa MepaHa ®apma Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/9215/01/01
BITEA 100 mr/5 mn; no 100 dapma AKuUjioHepHe 3MiHM | TUNY - 3MiHW BHECEHI [0 IHCTPYKUii Ans
MATMHA My N1acTUKOBOMY AKLjioHepHe ToBapucTeo MEeAMYHOro 3aCTOCYBaHHS NMikapCbKOro 3acoby y
(MET) cnakoHi 3 ToBapuncTBO po3ain "Oco6nnBOCTi 3aCTOCyBaHHA" BiANOBIAHO
nonieTuneHoBMM [0 OHOB/EHOI iHGhopMaLLil 3 6e3nekun gitoyoi
agantepom; rno 1 peyoBuHU
hnakoHy pasom 3
LINpYLEM-[03aTOpPOM
B KQPTOHHI nayui
116. | ISBOHIA3NA- Tabnetku no 300 wmr, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/2671/01/01
AAPHULUA no 10 TabneTtok y "®PapmaLieBTu "papmMaLeBTnYHa 3MiHY | TUNY - 3MiHW 3 AKOCTi. A®I. KoHTponb API.
KOHTYPHIlA YapyHKOBIlA YHa thipma ipma "JapHuus” 3MiHa y MeTogax BMnpobyBaHHs A®l abo
ynakosLi; no 5 "NapHuus” BUXIAHOrO MaTepiany/npomikHOro

KOHTYPHUX
YapyHKOBUX YNakoBOK
y nayui; no 1000 a6o
no 1500, a6o no 2500
Tabnetok y
KOHTelHepax

NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y
npoueci BUpo6bHuutea A®I (iHwi 3MiHM y MeTogax
BUNPOOYBaHHA (BKOYa0UM 3aMiHy abo
[0NoOBHEHHA) AD| abo BUXiAHOro/NPOMIKHOrO
NpPOAyKTY); CyNnyTHS 3MiHa - 3MiHuM 3 AKoCTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikadii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneumgikauisx Ha A®Il, abo BUXigHWUIA/MPOMDKHWI
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci Bupo6HuLTea AP (iHWi 3MiHK) -
npuBeAeHHs cneundikauii Ta MeToAiB KOHTPOJIHO
A®I 130Hia3ng fo sBumor MmoHorpadii EP( gitovoro
BUAAHHSA) Ta aKTyaslbHUX MaTtepianis BUPO6HUKa
3a nokasHukamu: «lgeHTudikayis”, "PO34nHHICTL",
"Mpo3opicTb po3unHy", "pH", "Tgpa3uH Ta
CynpoBifHi AomiwkK", "BTpaTa B Maci npu
BMCYLLUYBaHHI", "3a/IMLLKOBI KiNIbKOCTi OpraHiyHnx
pO34nHHKKIB", "MikpobionoriyHa uncroTa”,
"KinbkicHe BU3HaYeHHs". BBeieHHS 3MiH NPOTArom
6-TW MicALIB Nic/ia 3aTBEPMHKEHHS; 3MiHK | Tuny -
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3miHu 3 gKkocTi. A®l. KoHTponb A®I. 3miHa y
napamMeTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3HaYeHnX y crneumndikauisx Ha A®l, abo

BVIXiZHWI/MPOMDXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl

(BWTyYEHHSI HE3HAYHOrO NOKa3HMKa SAKOCTI
(Hanpwvknag BUTy4YeHHS 3aCTapisioro NokasHuka)) -
CYNyTHS 3MiHa - 3MiHY 3 SKoCTi. A®l. KoHTpob
A®l. 3viHa y meTogax BunpobysaHHA A®| abo
BVXifHOro Martepiany/npomMixxHOro

NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y

npoteci BupobHuuTea A®| (He3HauHi 3MiHK Y

3aTBePKEHNX MeToAax BUNPOOYBaHHS) -
BWJTyYEHHS NOKa3HUKa «Badki meTanu» 3i
cneuundikauii Ta meTogis KOHTponto APl I3oHiasma,.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns

3aTBEPAKEHHS

117.

IMI®OPC

NMOPOLLOK A/151 PO34NHY
4ns iHgysiii, 500
Mmr/500 mr, no 1
h1aKoHY 3 NOPOLLKOM
y Kopobuj

AHaHTa

Megikeap /114.

Benvka
BpuTaHis

"BeHyc Pemegijc
Nimiten"

IHgis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUNY - HE3HAaYHI 3MiHW Y MeToAax
KOHTPO/I0 SKOCTi FOTOBOTO liKapCbKoro 3acoby 3a
nokasHukamu: lgeHtudikauis. LinnactatuH”,
"loeHTudpikauis. ImineHem”, "MexaHiuHi
BK/TIOYEHHS. HEBMAMMI YacTUHKK" Ta «Onnc»

3a peyernmom

UA/17305/01/01

118.

IPUOPUH

Kpanni o4Hi 2,5% no 5
MY o1aKoHi-
KpanenbHuui, no 1
h1aKkoHy y KapTOHHIM
nauuj

CEHTICC
®APMA
MpaviseT
NimiTeq

IHgis

CEHTICC ®APMA
nBT. NTA.

IHgis

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais:
3MiHW | TUMY - OHOBMEHHS TEKCTY MapKyBaHHS
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHhopmauii WwoAo 3a3Ha4eHHs OAUHULb
BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHSA 3MiH
NPOTArom 6-T1 MIiCALLB MiCNA 3aTBEPLKEHHS.

3a peyenmom

UA/7687/01/01

119.

KANEHAYNA
MA3b

ma3b no 40 r y 6aHkax;
no 30 ry Ty6ax; no 30
ry Ty6i; no 1 ty6iy
nauyj 3 kKapToHy

AT
"Ny6Hnchapm”

YkpaiHa

AT "ly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis:
3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA NiKapcbKuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (36iMbLIEHHS TePMiHY
NpMAAaTHOCTI FOTOBOIO NiKapCbKoro 3acoby) - Ans
TOProBoi yNakoBky (NiATBEPMKYETLCA faHNMU
peasibHOro yvacy) - 36i/1bLIEeHHS TEPMIHY
npuaaTHOCTI FOTOBOrO SliKapCbKOro 3acoby Ha
OCHOBI NO3UTUBHWX Pe3y/bTaTiB AOBIOCTPOKOBUX
pocnimpkeHb cTabinbHOCTI y peasibHOMY Yaci:
3aTBepaKeHo: TepMiH NPUAATHOCTI 2 POKK.
3anponoHoBaHo: TepMiH NPMAATHOCTI 3 POKY.
3MiHV BHeceHi B po3ain "TepMiH npugaTHocTi" B
IHCTPYKLil0 AN1A MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby. BBeAeHHs 3MiH NpoTarom 6-
TV MicALiB NicNs 3aTBEPAXKEHHS.

6e3 peyenma

UA/6780/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
120. | KANIO Tabnetkv no 500 wmr, My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/7308/01/01
OPOTAT no 10 Tabnetok y akuioHepHe akuioHepHe 3MiHM | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
6nicTepi TOBapuCTBO TOBapuncTeo YMakoBKM NiKapCbKOro 3ac00y 3 BHECEHHAM
"HaykoBo- "HaykoBo- iHchopMmawii LWoA0 3a3HaYEHHS OAUHULb
BMPOGHUYUIA BMPOGHUYUIA LLEHTP BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH g0
LEeHTp "Bopuuariscbkuii po3gainy “MapkysaHHa” MKA J13. 3anponoHoBaHo:
"BopuyariBcbk XiMiKo- MapkyBaHHs. BignosigHo fo 3aTBepmakeHoro
NiA XiMiKo- thapmavueBTUYHWMIA TekcTy MapKyBaHHS. TepMiH BBEAEHHS 3MiH:
thapmaueBTuy 3aBoj", YKpaiHa, npoTArom 6 micsAuiB 3 AaTy 3aTBEPAYKEHHS
HWi1 3aBoa" ToBapucTso 3
06MexeHoto
BiANOBIAALHICTIO
"Arpochapm”
121. | KANbLIA -43 TabneTkv XyBasbHi, Takega AscTpist Takega AC Hopseris BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 peyenma UA/10610/01/01
HIKOMEZ 3 no 30 a6o no 100 AscTpia FTM6X 3MiHM | TUMY - OHOBEHHS BXe 3aTBEpPAKEeHNX
M'ATHAM Tabn1eTok y hrakoHi; MeTOZiB KOHTPOJIK0 AKOCTi Nikapcbkoro 3acoby, a
CMAKOM no 1 dpnakoHy B came BUK/aEeHHSA TEKCTY iepXXaBHOK MOBOKO
KapTOHHI KOpOOLj 3rigHO cyyacHuX BUMOT. BBeEeHHS 3MiH NPOTSArom
6-Tn MicAUiB nicnsA 3aTBEPKEHHSA
122. | KANbLN -A43 TabneTkn XyBasbHi, Takena ABCTpis Takena AC Hopseris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/3541/01/02
HIKOME/], no 30, abo no 60, abo ABCTpiss TM6X 3MiHM | TUMY - OHOBJ/IEHHS BXE 3aTBEPAKEHMNX
POPTE 120 TabneTtok y MeTO/iB KOHTPOJIK0 SKOCTi NikapcbKoro 3acoby, a
dnakoHi; no 1 came BUKTafeHHs TeKCTY [ilepXaBHO0 MOBOIO
(hN1aKkoHy B KApPTOHHI 3rigHO cyyacHWX BUMOT. BBeeHHS 3MiH NpPOTSArom
Kopoo6Li 6-Tn MicAUiB nicNs 3aTBEPKEHHSA
123. | KAHTAB Tabnetku, No 8 Mr no HOBEN INAY TypeuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/13920/01/01
14 TabneToK y CAHAI BE a CAHAI BE 3MiHM | TUMNY - BHECEHHSI 3MiH A0 Po3ainy
6nicTepi; no 2, abo no TIIKAPET TIOXKAPET A.LL. “MapkyBaHHs” MKS J13: 3anponoHoBaHo:
4, abo no 7 6nicTtepis AL MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOIO TEKCTY
Y KapPTOHHI ynakoBLi MapkyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM /1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmawii LWoA0 3a3HaYEHHA OAUHULIb
BVMIipIOBaHHS y cuctemi Sl. BBefeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
124. | KAHTAB Tabnetkn, no 16 mr no HOBEN INAY TypeuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/13920/01/02
14 TabneToK y CAHAI BE a CAHAI BE 3MiHM | TUMNY - BHECEHHS 3MiH A0 Po3ainy
6nictepi; no 2, abo no TIIKAPET TIOXKAPET A.LL. “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
4, abo no 6 6nicTepis A.LL. MAPKYBAHHSA 3rigHo 3aTBEpAKEHOIO TEKCTY
Y KapTOHHI ynakoBLi MapKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmawii LWoA0 3a3HaYEHHS OAUHULIb
BVMIipIOBaHHSA y cuctemi Sl. BBefeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPIKEHHS
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

125.

KAHTAB

Tabnetku, no 32 Mr no
14 TabneToK y
6nictepi; no 2, abo no
4, abo no 6 6nicTtepis
Y KapTOHHIi1 ynakoBLi

HOBE/ INAY
CAHAI BE
TIIKAPET
AL

TypeuunH
a

HOBE/ INAY
CAHAI BE

TIOXKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUNY - BHECEHHSA 3MiH [0 po3ainy
“MapkyBaHHs" MKA J13: 3anponoHoBaHo:

MAPKYBAHHSA 3rigHO 3aTBEpA)KEHOrO TEKCTY

MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA

YMakoBKM NIKAPCbKOro 3ac00y 3 BHECEHHAM
iHchopMmawii LWoA0 3a3HaYEHHS OAUHULb
BUMIPIOBaHHSA Y cuctemi Sl. BBeieHHA 3MiH
NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS

3a peyernmom

UA/13921/01/01

126.

KAHTAB
nnroc

Tabnetku, 16 mr/12,5
Mmr no 14 TabneTok y
6nicTepi, no 2 abo 6
6nicTepiB y KAPTOHHIl
ynakosLi

HOBE/T INAY
CAHAI BE
TIIKAPET
AL

TypeuunH
a

HOBE/ INAY
CAHAI BE

TIOXKAPET A.LL.

TypeyumnHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUnYy - 3MiHKM Wopao 6e3nekn/eeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3ara/ibHeHuUX AaHunx npo cuctemy
hapmakoHarnsgy (BBefileHHs y3araslbHeHuX faHux
npo cuctemy dpapmakoHarnsgy, amiHa
YMOBHOBaXeHOI 0co6bu, BiANOBiAabHOI 3a
3[jiicCHEHHS1 hapMakoHarsa4y; KOHTaKTHOI 0co6u 3
hapMakoHarnisgy 3asBHUKa 415 34INCHEHH:
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHa BigMiHHa
BiJ, yNOBHOBaXeEHOI 0c06M, BignoBigansHoi 3a
3fificHeHHs thbapmakoHarnsagy (Bkoyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-palina cuctemu papmMakoHarnisay) -
3MiHa yNnoBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag.

[Litova pepakuis: Dr. Rasit Sidan. NMponoHoBaHa
pefakuisi: R. Ayse Cetin. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOI 0cobu, BiANOBiAaIbHOI 3a
thapmakoHarnsg. 3mMiHa KOHTakTHOI 0co6u
YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BignoBiganbHOT
3a (papmakoHarnag, B Ykpaini. itoya pegakuis:
Mykolenko Olexandr Pavlovich. MponoHoBaHa
pegakuis: Stefanska Olga. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0CO6U
3as1BHVIKa, BifNoBiganbLHOI 3a hapMakoHarnsg B
YkpaiHi. 3MiHa MicuA 3[jiACHEHHS OCHOBHOT
LifNbHOCTI 3 thapmakoHarniagy. 3miHa
MiCLLe3HaX0MKEHHSI MacTep-daiina.

3a peyenmom

UA/14433/01/01

127.

KAHTAB
nnroc

Tabnetku, 32 mr/12,5
Mr no 14 TabneTok y
6nictepi, no 2 abo 6
61icTepiB Y KApTOHHIN
ynakoBLj

HOBE/ INAY
CAHAI BE
TIIKAPET
AL

TypeyunH
a

HOBE/ INAY
CAHAI BE
TIOXKAPET A.LL.

TypeuyuunHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHn | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHs abo 3miHv o
y3arasibHeHUX AaHunx Npo cuctemy
thapmakoHarnsgy (BBeAEeHHs y3arasibHeHnX JaHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOT 3a
3piicHeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
papmakoHarnsgy 3asiBHUKa 15 34iCHEHHS

3a peyenmom

UA/14434/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi04YeHHs

hapmakoHarnsgy B YkpaiHi, Ko BOHa BiAMiHHA
BiJ, yNOBHOBaXeEHOI 0c06M, BignoBigansHoI 3a
3AificHeHHs thapmakoHarnsagy (Bknoyaroum
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-alina cuctemu hapmMakoHarnisay) -
3MiHa yNnoBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
[Litova pepakuis: Dr. Rasit Sidan. NMponoHoBaHa
pegakuisi: R. Ayse Cetin. 3mMiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOI 0co6bu, BiANOBiAabHOT 3a
thapmakoHarnsag. 3mMiHa KOHTakTHOI 0cobu
YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BignoBiganbHOT
3a (hapmakoHarnag B Ykpaini. [itoua pegaxuis:
Mykolenko Olexandr Pavlovich. MponoHoBaHa
pegakuis: Stefanska Olga. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0CO6U
3asBHVIKa, BifNoBiganbHOI 3a hapMakoHarnsag B
YkpaiHi. 3MiHa Micus 3[jACHEHHS OCHOBHOI
AISNbHOCTI 3 dhapmakoHarnsgy. 3MiHa
MiCLLe3HaX0MKEHHSI MacTep-daiina.

128.

KAHTAB
nnoc

Tabnetkn, 16 mr/12,5
Mr o 14 TabneTtok y
6nictepi, no 2 abo 6
6nicTepiB y KAPTOHHIN
ynakoBLj

HOBE/T INAY
CAHAI BE
TIIKAPET
A.LL.

TypeyuunH
a

HOBE/ INAY
CAHAI BE
TIOXKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHn | TUny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsaay (iHwi 3mMiHW) - BHECEHHS 3MiH

[0 po3ainy «MapkyBaHHa» MKA N13:
3arBepmkeHo: MAPKYBAHHSA TekcT mapkyBaHHA

NepBUHHOI Ta BTOPUHHOI YNaKOBKWN AOAAETHLCA.

3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOro TEKCTY MapKyBaHHsA. OHOB/IEHHS
TEKCTY MapKyBaHHs YNaKkoBKW JiKapCbKOro 3acoby
3 BHECEHHSIM iHthopMmalii LWoAo 3a3HaveHHs
OOMHVLB BUMIPIOBaHHA Y cucTemi Sl. BBegeHHs
3MiH NPOTAroM 3-X MicALIB NiCNs 3aTBEPKEHHS.

3a peyernmom

UA/14433/01/01

129.

KAHTAB
nnroc

Tabnetkn, 32 mr/12,5
Mr no 14 TabneTok y
6nictepi, no 2 abo 6
61icTepiB Y KAPTOHHIN
ynakoBLj

HOBE/ INAY
CAHAI BE
TII>KAPET
AL

TypeyunH
a

HOBE/ INAY
CAHAI BE
TIOXKAPET A.LL.

TypeuyunHa

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais:
3MiHn | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy (iHWwi 3mMiHW) - BHECEHHS 3MiH

00 po3giny «MapkyBaHHs» MKA N13:
3arsepaxeHo: MAPKYBAHHA TekcT mapkyBaHHsA

NnepBMHHOT Ta BTOPUHHOI YNakoBKW [0AAETHLCA.

3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPKEHOro TEKCTY MapKyBaHHA. OHOB/EHHS
TEKCTY MapKyBaHHs YNaKkoBKM iKapCbKoro 3acoby
3 BHECEHHSIM iHhopMaLii LWoA0 3a3HauYeHHs
OOMHWLB BUMIPIOBaHHA Y cucTemi Sl. BBegeHHs
3MiH NpoTArom 3-xX MiCALIB Mic/a 3aTBEPKEHHS.

3a peyenmom

UA/14434/01/01

130.

KATEIDKENDb 3
NIAOKAIHOM

renbno125ry
rocpoBaHoOMy LUNPULLi-
Ty6i; no 1
rocpoBaHomy

dapmaveyTiw
e ®abpik
MoHTaBIiT
m6X

ABcTpist

dapmaveyTiwe
habpik MoHTaBIT
M6X

ABcTpist

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis:
3MiHK | TUMY — foAaBaHHA NnocTavaibHUKa
noninponisieHoBoro rochposaHoro Lwnpuua

Kunststoff-Packungen AG Irseestrasse 5 8280

3a peyenmom

UA/4660/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
wnpuuy-Ty6i y Kreuzlingen Schweiz Geltungsbereich: Standort
6nictepi; no 1, a6o no Kreuzlingen (3aTBepgxeHuii Greiner Packaging
5, abo no 25 6nictepis GmbH Austria)
Y KapTOHHIlA Kopoobui
131. | KENBEP® PO34YMH ANS iH'EKLN, AT "®apmak” Ykpaina AT "®dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyernmom UA/13977/01/01
50 mr/2 mn; no 2 mn B 3MiHM | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
amnyni; no 5 amnyn 'y HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
6nicTepi; no 1 abo no (BnacHvka peecTpauiiiHoro nocBig4yeHHs) 3MiHa
2 6nicTepu B navui 3 HallMeHyBaHHs Ta afpecu 3asiBHUKA (BNacHUKa
KapToOHY; Mo 2 MmN B peecTpauiiHoro NocBig4eHHs)
amnyni; no 5 a6o 10 3arBepKeHo: BBeJeHHA 3MiH NpOTArom 6-Tu
amnyn y nayui 3 MicsaLiB nicns 3aTBepMKEHHS. 3MiHu | Tuny -
KapTOHY AAMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BMpPOGHUKa/iMnopTepa roToBoro Nikapcbkoro
3acoby, BKIUaK4M AiNbHULI BUNYCKy cepii abo
MicLie NPoBeAEeHHA KOHTPOSIK0 AKOCTI. (LiANbHICTb,
3a sKy BiAgnoBigae BUpOGHMK/iMnopTep,
BK/IOYA0UM BUMYCK cepili) 3MiHa HaliMeHyBaHHsA
Ta agpecu BUpo6HKa, 6e3 3MiHM micus
BUPOGHMLTBA: 3MiHV BHECEHI B IHCTPYKLi0 AN1s
Me[MYHOro 3actocyBaHHs /13 y p. "BUpo6HUMK",
"MicLe3HaxomkeHHs1 BUpO6HMKa Ta iioro agpeca
MicLSsi NPOBaMKEHHS AiS/IbHOCTI" 3 BiANOBIAHUMMU
3MiHaMW B TEKCTI MapKyBaHHS yNaKkoBOK.
BBefeHHA 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHM | TUnYy - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLlii
{010 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl. BHECEHHS 3MiH A0 po3giny
«MapkyBaHHa» MKA N13 :
3aTtBeppxeHo: MAPKYBAHHA Bignosigae
HafiaHOMy TeKCTy MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHs
132. | KETUWNENT® TabneTkn, BKpUTI 3AT YropwmHa BUNYyCK cepil: YropwmHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/8157/02/02
PETAP[ 060/10HKOI0, PapmaLesTuy 3AT Ipeuis 3MiHU | TNy - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKMiA
NPOJIOHrOBaHOI Aii No HWIA 3aBOA, dapmaleBTUYHNI 3aci6. 3MiHM y BUPOOGHULTBI (iHLLi 3MiHK) -
150 wmr; no 10 ETIC 3asof ETIC, npuBefeHHs dOYHKLi 3aTBEpPAKEHNX BUPOOHUKIB
Tabnetok y 6nictepi, YropLimHa; N3 po 3aTBepmkeHoro po3ainy 3.2.P.3.1.
no 6 6nictepis y nepBuHHE Brnpo6HMK(K), y 3B’A3KY 3 AONYLLEHHAM MOMUIIKM
KapTOHHI ynakoBLi nakyBaHHs, nifg, yac peectpaduii. 3MiHY BHECeHi B TEKCT
BTOPUHHE MapKyBaHHS1 ynakoBok /13 W00 YyTOYEHHS
nakyBaHHs, OYHKLili 3aTBEPAKEHNX BUPOOHWKIB (BBEAEHHS

KOHTPO/b SIKOCTI,
BUMNYCK cepil:

3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPAKEHHS)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dapmateH C.A.,
Ipeuis;
NOBHWI LMK
BMPOGHMLITBA,
BK/THOHAI0UM BUNYCK
cepii:
dapmaTeH
IHTepHewHn C.A.,
peuis
133. | KETUWIENT® TabneTkn, BKpUTI 3AT YropwmHa BUNYyCK cepil: YropwmHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyernmom UA/8157/02/03
PETAP[, 060/10HKOI10, dapmaneBTuy 3AT Ipeuis 3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA NiKapcbKuii
NpPOJIOHroBaHoI Aii no HWi 3aBOf, dapmaueBTUYHNI 3aci6. 3MiHM Yy BUPOOHULTBI (iHLLi 3MiHW) -
200 wmr; no 10 EriC 3aBop ErIC, npuBefeHHs dOyHKLi 3aTBEPAKEHNX BUPOOHUKIB
Tabnetok y 6nictepi, YroplmHa; N3 po 3aTBepmxeHoro po3ainy 3.2.P.3.1.
no 6 6nictepis y nepBuHHe B1po6HMK(M), Y 3B’'A3KY 3 AOMNYLLEHHAM NOMUIIKN
KapTOHHI ynakoBLi nakyBaHHs, nifg, yac peectpaduii. 3MiHY BHeCeHi B TEKCT
BTOPWHHE MapKyBaHHS yNakoBOK /13 LL0/10 YTOUEHHS
nakyBaHHs, hyHKLUili 3aTBEPAKEHNX BUPO6HUMKIB (BBEAEHHS
KOHTPO/b SIKOCTI, 3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPIXKEHHS)
BUNYyCK cepil:
dapmarteH C.A.,
Ipeuis;
NOBHUIA LWKN
BMPOGHMLITBA,
BK/THOHAK0UM BUNYCK
cepil:
PapmareH
IHTepHewHn C.A.,
peuis
134. | KETUWIENT® TabneTkn, BKPUTI 3AT YropwmHa BMNYyCK cepil: YropwmHa/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a peyenmom UA/8157/02/04
PETAPJ, 060/10HKOH, dapmaLeBTuy 3AT Ipeuis 3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii
NpPOJIOHroBaHoI Aii no HWi1 3aBOf, PapmMaLeBTUYHUIA 3aci6. 3MiHV Y BUPOOHULTBI (IHLLI 3MiHW) -
300 wmr; mo 10 ErIC 3aBog ElIC, npuBeAeHHs (PyHKLi 3aTBEpAKEHNX BUPOBOHUKIB
TabneTtok y 6nictepi, YropumHa; 'N3 po 3aTBepmkeHoro po3giny 3.2.P.3.1.
no 6 6nictepis y nepsuHHe B1po6HUK(M), Y 3B’'A3KY 3 AONYLLEHHAM NOMUIIKA
KapPTOHHIN ynakoBLii nakyBaHHs, nifg, yac peectpadii. 3MiHN BHECEHi B TEKCT
BTOPWHHE MapKyBaHHS yNakoBOK J13 LL0f0 YTOUEHHS
nakyBaHHs, thYHKLili 3aTBEpAXEHNX BUPOOHIKIB (BBEAEHHSN
KOHTPO/b SKOCTI, 3MiH NPOTArom 6-TW MICALB NiC/1A 3aTBEPAXKEHHS)
BUNYyCK cepil:
dapmarteH C.A,,
Ipeuist;
NOBHUIA LMK
BMPOGHMLITBA,
BK/THOHAK0UMN BUMYCK
cepit:
dapmaTeH

IHTepHewHn C.A.,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
peuist
135. | KETUWIENT® TabneTku, BKpUTI 3AT YropluHa BUMNYCK cepil: YropumHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHnx maTepianis: 3a peyenmom UA/8157/02/01
PETAPJ, 060/10HKOH0, PapmaLeBTuy 3AT Ipeuis 3MiHW | TURY - 3MiHK 3 AKOCTi. OTOBWIA NMikapcbkunii
NPOSIOHroBaHol Aji no HWIA 3aBOf, dapmavleBTUYHUI 3aci6. 3MiHM Yy BUPOOHULTBI (iHLLi 3MiHW) -
50 wr; no 10 TabneTok EriC 3aBop ErIC, npuBeLeHHs OYHKLi 3aTBEPAKEHNX BUPOOHUKIB
y 6nicTtepi, no 6 YropLmHa,; 'N3 po 3aTBEpmkeHoro posginy 3.2.P.3.1.
6nicTepiB y KAPTOHHIl nepBuHHE B1po6GHWK(M), Y 3B’A3KY 3 AOMYLLEHHAM NOMUJIKN
ynakosLi nakyBaHHs, nig, yac peectpadii. 3MiHY BHECEeHi B TEKCT
BTOPUHHE MapKyBaHHSA yNakoBoK J13 LL0A0 YTOUEHHS
nakyBaHHs, OyHKLUili 3aTBEPAKEHNX BUPOOHMKIB (BBEAEHHS
KOHTPO/b SKOCTI, 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS)
BWMYCK Cepil:
dapmateH C.A,,
Ipeuist;
NOBHWI LMK
BMPOGHMLITBA,
BK/THOHAIOUM BUNYCK
cepii:
dapmaTeH
IHTepHewHn C.A.,
peuis
136. | KETUNENT® TabneTkn, BKpUTI 3AT YropwmHa BUNYyCK cepil: YropwmHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/8157/02/05
PETAP[ 060/10HKOI0, PapmaLesTny 3AT Ipeuis 3MiHU | TNy - 3MiHK 3 IKOCTi. FOTOBWIA NiKapCbKMii
NPOJIOHrOBaHOI Aii No HWIA 3aBOA, dapmaleBTUYHNI 3aci6. 3MiHM y BUPOOHULTBI (iHLLi 3MiHK) -
400 wmr; no 10 ETIC 3asof ETIC, npuBefeHHs dOYHKLi 3aTBEPAKEHNX BUPOOHUKIB
Tabnetok y 6nictepi, YroplmHa; N3 po 3aTBepmxeHoro po3ainy 3.2.P.3.1.
no 6 6nictepis y nepBuHHE Brnpo6HMK(K), y 3B’A3KY 3 AONYLLEHHAM MOMUIIKM
KapTOHHI ynakoBLi nakyBaHHs, nifg, yac peectpaduii. 3MiHU BHECEeHi B TEKCT
BTOPUHHE MapKyBaHHS1 ynakoBok /13 W00 YyTOYEHHS
nakyBaHHs, OYHKLili 3aTBEPAKEHNX BMPOOHWKIB (BBEAEHHS
KOHTPO/b SIKOCTI, 3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPLKEHHS)
BUMNYCK cepil:
dapmarteH C.A.,
Ipeuis;
MOBHWIA LKA
BMPOGHMLTBA,
BK/THOHAI0UM BUNYCK
cepii:
dapmaTeH
IHTepHewHn C.A.,
peuis
137. | KITPYAA® KOHLeHTpaT Ans Wepinr-Mnay | LWBeiyapis BMPOGHUK Ipnangjs/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/16209/01/01
PO34unHy ANs iHdy3il, CeHTtpan Ict Hepo3dhacoBaHol HigepnaHan | 3miHu Il Tvny - 3MiHn WwWopao 6e3nekn/edpeKTUBHOCTI
25 mr/mn, no 4 mn Al NPOAYKLi, KOHTPOsb / Ta hapmakoHarnsagy. 3mMiHu y TepaneBTUYHNX
KOHLeHTpaTy y AKOCTI Ta Himeuunna/ nokasaHHsAX (fofaBaHHs HOBOrO TepaneBTUYHOro
chnakoHi; no 1 TecTyBaHHsA Benbrisi/ nokasaHHs abo 3MiHa y 3aTBepKeHOMY
dnakory 3 cTabinbHOCTI, Benwvka nokasaHHi). 3MiH1 BHeCeHo [0 IHCTpyKLii Ans
npenapaTom B nepBuHHe BputaHis MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby Ao
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KapTOHHI Kopo6Ly nakyBaHHs: po3giny "MokasaHHs" ([0 3aTBEPA)KEHOrO
MCA IpnaHgis nokasaHHs "YpoTeniasibHa KapunHoma" foaaHo
(Kapnoy), Ipnaxgis; iHchbopmavito: Mpenapat Kitpyga® nokasaHwin ans
KOHTPO/Ib AKOCTi Ta NiKyBaHHS NaLjieHTIB 3 pakoM Ce4Y0BOro Mixypa
TecTyBaHHS BMCOKOro pu3nKy 6e3 NpopoCcTaHHA y M'A30BY
cTabinbHOCTI: CTiHKY npy HeedekTMBHOCTI Tepanii BLK
MCJ, IHTepHeLH (6aumnnoto KanbmeTTa-MepeHa), 3 KapLMHOMOIO in
MEX/MCL, IpnaHgis situ 3 naninApHUMK NyxnHamu abo 6e3 Hux, ki
(BpiHHi), IpnaHgjs; He nignaraioTb (260 He 3rofHi Ha) NpoBeAeHHSA
H.B. OpraHoH, LMCTEKTOMII.) Ta, K HacnifokK, Ao po3ginis "Cnoci6
HigepnaHaw; 3acTocyBaHHA Ta o3un", "MobiyHi peaxuii”.
KosaHc Jlabopatopi3s BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
Nimites (KoBaHc), 3aTBepMXeHHs. 3MiHu Il Tuny - 3MiHu Wwozao
Benvika bputaHisi; 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnsgy.
TeCcTyBaHHS 3MiHM y TepaneBTUYHMX MOKa3aHHAX (foAaBaHHSA
CTabiNbHOCTI: HOBOrO TepaneBTUYHOrO NokasaHHA abo 3miHa y
HysicaH MM6X, 3aTBEpPAKEHOMY MOKa3aHHi). 3MiHW BHECEHO A0
HimeuunHa; IHCTPYKUiT 415 MEANYHOrO 3aCTOCYBaHHS
BTOPUHHE nikapcbKoro 3acoby Ao posginy “"lMNokasaHHa"
nakyBaHHs1, 403BiN (oopaHe HoBe nokasaHHA: E3odareanbHWin pak.
Ha BUMYCK cepii: Mpenapart KiTpyga® nokasanuii gns nikyBaHHA
LepiHr-Mnay J1a6o nauieHTiB 3 peLyanBYOHMM MiCLLEBO
H.B., Benbria nporpecyoymmMm abo MmetactaTuyHUM
NIOCKOKNITUHHUM e30dariasibHM pakom, Konm
nyxvMHW ekcripecytotb PD-L1 (CPS = 10), wo
niaTBEPMAXEHO BasliflOBaHUM TECTOM, 3
nporpecyBaHHsAM 3aXBOPIOBAHHSA NicNsA oAHIel abo
[LeKiNIbKOX nonepegHix NiHili cuctemHoi Tepanii.)
Ta, K Hacnigok, Ao po3ainis "Cnocié
3acTocyBaHHs Ta fo3u", "MobiuHi peakwii”.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPKEHHSA. 3MiHM Il TUnY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
Me[MYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMU
LAaHUMU 3 SKOCTi, AOKNIHIYHUMU, KNIHIYHUMIN
OaHUMKN Ta AaHvmy 3 dpapmakoHarnsgy. 3MiHum
BHECEHO A0 IHCTPYKUii N8 MeanyHoro
3acToCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"apmakonoriyHi BnactmsocTi", "lMokasaHHs"
(BHECEHO He3HauHi peakTopChbki NpaBku),
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acToCcyBaHHS Yy
nepiog BaritTHOCTi abo rogysaHHs rpyaar”, "Litn",
"Mo6iuHi peakuii”. BBeAEeHHSA 3MiH NPOTArOM 6-Tu
MicsILiB Mic/1a 3aTBepAKEHHS.
138. | KOAEMNCUH Tabnetku no 10 TOB "ACIHO Ykpaina TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/11812/01/01
Tabnerok y 6sictepi; YKPAIHA" 3MiHK | TMNy - nogaHHsa Hosoro CEP Ne RO-CEP
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
no 1 6nictepy B naui 2016-295-Rev 02 gnsa A®| kogeiHy chocdhaty
3 KapToHYy remirigparty Big HoBOro BupobHuka Macfarlan
Smith Limited, CnonyyeHe KoponiscTBo (ginbHuLA
Annan) go Bxe 3arBepzxeHoro Macfarlan Smith
Limited, CnonyyeHe KoponiscTBo (AiNbHULSA
Edinburg). Ak Hacnigok BHECEHHS 3MiH Y p.
«Cknag» MKA N13 Ha N3, a came YTOYHEHHSA
Ha3BuW KofeiHy dhocchaTy HaniBrigpar i KpaiHu
BMPOGHMKA; 3anponoHoBaHa pefakuis KogeiHy
docdhaTy remirigpar y nepepaxyHky Ha KogeiH
ocHoBy3
Macfarlan Smith Limited, CnonyyeHe KoponiscTso
3 .....koaeiHy dhocchaTy remirigpar .....
139. | KOHTPUBEH PO34MH NS iH'EKLi, TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/10355/01/01
10 000 KIO/mn; no 1 "BIOPAPMA" "BIO®APMA" 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHSA
M B amnyni; no 5 yNakoBKM JiKapCbKOro 3aco6by 3 BHECEHHAM
amnyn y 6nictepi; no 2 iHchopMmawii LWoA0 3a3HaYEHHS OAUHULIb
6nicTepu y nauui 3 BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 1o
KapTOHy; No 5 Mn B po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
amnyni; no 5 amnyny MAPKYBAHH#. BignoBigHo A0 3aTBEPAKEHOIO
6nicTepi; no 1 TEKCTY MapKyBaHHA. TepMiH BBEEHHS 3MiH -
6nictepy B navui 3 nNpoTArom 3 MicALiB Micna 3aTBepPAKEHHS
KapToHy; no 50 mny
oniakoHax Ne 1
140. | KOPBANON® H | kpanni opanbHi no 25 AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/3684/01/01

M1y dh/1akoHi 3
npo6koto-
KpanenbHuLeto; no 1
nakoHy B nauw,i

3MiHKM | TURY - AAMIHICTpaTVBHI 3MiHK. 3MiHa
HaVimeHyBaHHs1 Ta/abo agpecu 3asaBHUKa
(BNacHuKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
HaliMeHyBaHHS Ta afjpecu 3asBHuKa (BnacHuka
peecTpaujiiiHoro noceig4eHHs1) BBegeHHs 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS; 3MiHN
| TMNy - AGMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBafPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IoUaoun
AinbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BignoBsifae
BMPOGHMK/IMMOpPTEp, BKIOYAKYN BUMYCK Cepii) -
3MiHa HalilMeHyBaHHs Ta agpecy BUpo6HuKa, 6e3
3MiHV MicLs BUPO6HMLTBA (BBEAEHHS 3MIH
NPOTArom 6-Tv MiCSILiB MiCNs 3aTBEPAXKEHHS);
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHn) - BHeCeHHs 3MiH
00 po3giny «MapkyBaHHs» MKA 13
3arsepaxeHo: MAPKYBAHHSA Bignosigae
HaZlaHOMy TEKCTY MapKyBaHHs. 3anponoHOBaHo:
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Ymosu

Homep

Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

3asiBHUKa

Bupo6Huk

BUPOBHUKa

KpaiHa PeecmpayjitiHa npoyedypa

MAPKYBAHHSA 3rigHO 3aTBEpA)KEHOrO TEKCTY

Bionycky peecmpayiliHo2o

nocsBi04YeHHs

MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHS
YyNaKoBKM NiKapCbKOro 3acoby LL0A0 3a3HauYeHHs
MDKHaPOAHUX NMO3HAYeHb OAMHULb BUMIPOBaHHS
(BBefeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
3aTBEPLKEHHS)
ABcTpis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3a peyenmom

UA/2593/02/01

141.

KCE®OKAM®

NMOPOLLIOK A4/191 PO3UUHY
ONs1 iH'eKujii no 8 mr 5
(h1aKkoHIB 3 MOPOLLIKOM
Y KapTOHHIli KopoobUi

Takega
ABcTpis TM6X

ABCTpIf

BTOPUHHE
nakyBaHHs Ta
BWNYCK CepiiA:

Takefa ABCTpis
'M6X, ABCTpist;
BMPOGHMLITBO
Hepo3dhacoBaHol
NPoAYyKLUii, NepBUHHE
nakyBaHHs:
Baccepbyprep
ApLHaiiMiTTeNbBEPK
'm6X, HimeyunHa

HimeuunHa 3MiHK |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarisgy. 3MiHn y KOpPOTKii
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT AN MeAUYHOTo
3aCTOCYBaHHS y 3B’A3KY i3 HOBYMMW AaHVMU 3
AKOCTI, AOKNIHIMHUMU, KNIHIYHUMKU JaHUMK Ta
AaHuMu 3 chapmakoHarnsgy. 3miHM BHECEHO [0
IHCTPYKUIiT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis "®apmakonoriyHi
BNacTMBOCTI" (YTOUHEHHS iHChopmaLii),
"MokasaHHs" (YTOYHEHHSs iHdopmaLii),
"MpoTunokasaHHa", "B3aemogis 3 iHWnMu
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSIi",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHdopmadii), "Cnocib 3acTocyBaHHS
Ta [03n"(YTOUYHEHHS iHdhopmaLyii),
"Mepepo3yBaHHA", "lNo6iYHI peakuii”. BBeAeHHS
3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPKEHHS.

HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:

3a peyenmom

UA/10245/01/02

142.

KCE®OKAM®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO0, N0 8 Mr
no 10 TabneTtok y
6nicTepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Ui

Takega
AscTpis TM6X

ABCTpIst

Takega M'M6X, Micue
BMPOGHULTBA
OpaHieHbypr

3MiHuM Il Tuny - 3MiHK Woao 6e3neku/echbekTUBHOCTI
Ta papmakoHarnsgy. 3MiHu y KOpoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMM AaHUMU 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMKW AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy. 3mMiHM BHECEHO A0
IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ginis "®apMakonorivHi
BNACTMBOCTI" (YTOYHEHHS iHpopmaLii),
"Moka3aHHA" (YTOUYHEHHS iHdopmalLlii),
"MpoTunokasaHHa", "B3aemogisi 3 iHWnMn
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOgiii",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acToCyBaHHSA Yy
nepiog BariTHOCTi abo rogyBaHHs rpyagro”
(yTouHeHHs iHdhopMalii), "Cnoci6 3acTocyBaHHS
Ta [03u"(YTOYHEHHS iHdhopmaLyii),
"Mepeno3yBaHHa", "Mo6GiUHI peakuii”. BBeaeHHs
3MiH MPOTAroM 6-TV MicALiB NiCNsA 3aTBEPMKEHHS.
HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:

3a peyernmom

UA/10245/01/01

143.

KCE®OKAM®

TabneTkn, BKPUTI

NNiBKOBOK

Takepa

ABCTpist TM6X

AscTpis

Takepga M'm6X, micue
BMPOGHULITBA

3MiHK |l TNy - 3MiHM Woao 6e3nekn/ed)ekTUBHOCTI




Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

060/10HKOI0, M0 4 Mr
no 10 Tabnetok y
6nictepi; no 1
6nicTepy B KAPTOHHIl
KopooLi

OpaHieHbypr

Ta dpapmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMK 3
AKOCTI, AOKTIHIYHUMM, KTIHIYHUMUW AaHUMK Ta
AaHvmu 3 chapmakoHarnsgy. 3mMiHW BHECEHO A0
IHCTPYKUIiT AN MEeAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BNacTMBOCTI" (YTOUHEHHS iHchopmawii),
"Moka3aHHs" (YTOUHEHHS iHdopmaLii),
"MpoTunokasaHHa", "B3aemogis 3 iHW1Mun
nikapcbknMmn 3acobamu Ta iHWi BUaW B3aEMogin",
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog BariTHoOCTi abo rogyBaHHsA rpyaar”
(yTouHeHHs iHdhopmauii), "Cnocib 3acTocyBaHHA
Ta [03n"(YTOUYHEHHS iHdhopmaLii),
"Mepepo3ysaHHA", "Mo6IYHI peakuii”. BBeaeHHA
3MiH NPOTArom 6-TW MiCALB NiCNs 3aTBEPMAKEHHS.

144.

KCE®OKAM®
PAMIZ,

TabneTku, BKpUTI
nniBKOBOKO
060/10HKOI0, N0 8 Mr
no 6 TabneTok y
6nictepi; no 1
6nicTepy B KapTOHHIl
Kopoo6Li

Takega
dapma A/C

JIETTE]

Takega M'M6X, Micue
BMPOOHULTBA
OpaHieHoypr

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHK |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarisgy. 3MiHn y KOpPOTKii
XapaKTepucTumLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT AN MeAUYHOTo
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBYMM AaHUMU 3
AKOCTI, AOKNIHIMHUMU, KNIHIYHUMKU JaHUMK Ta
AaHvMu 3 chapmakoHarnsagy. 3mMiHM BHECEHO [0
IHCTPYKUIiT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis "®apmakonoriyHi
BNacTMBOCTI" (YTOYHEHHS iHGhopmaLii),
"MokasaHHs" (yTOYHEHHSs iHdopmaLii),
"MpoTunokasaHHA", "B3aemogis 3 iHW1Mu
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSIi",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHdopmadii), "Cnocib 3acTocyBaHHS
Ta [03n"(YTOYHEHHS iHdhopmaLii),
"Mepepo3yBaHHA", "lMNo6iYHI peakuii”. BBeAeHHS
3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPKEHHS.

3a peyernmom

UA/2593/03/01

145.

NAPUTUNEH®

Tabnetkun ans
PO3CMOKTYBaHHS 3i
CMakoM M sTu no 10
TabneTtok y 6nictepi;
no 1, 2 a6o 4 6nictepu
y navui

MAT
"KuiBmegnpen
apat”

YkpaiHa

MNAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHM | TNy - BBEAEHHSA A0AATKOBOrO PO3Mipy
cepii N3 - 220 «r, wo ctaHoBuTb 191 304
TabneTtok (3 4onycTuMuM BigxuneHHsm Big 200,0
Kr 0o 240,0 kr a6o 173 913 TabneTok o 208 695
TabneTok); 3anponoHoBaHo: 20 Kr, L0 CTAHOBUTb
17 391 TabneTokK (3 4ONYCTUMUM BigXW/IEHHSAM Big
18,0 kr go 22,0 kr a6o 15 652 Tabnetok go 19 130
Tabnetok); 100 kr, Lo cTaHOBUTbL 86 956 TabneTok
(3 gonyctmum BigxuneHHam Big 90,0 kr go 110,0

6e3 peyenma

UA/16643/01/01




Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Kr abo 78 260 Tabnetok fo 95 652 Tabnetok); 220
Kr, Wo cTaHoBMTb 191 304 TabneTok (3
aonyctumum BigxunenHsam sig 200,0 kr go 240,0 kr
ab6o 173 913 TabneTok go 208 695 TabneTok)
146. | NAPUTUIEH® Tabnetkn ans NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/16644/01/01
PO3CMOKTYBaHHA 3i "KuiBmegnpen "Knismegnpenapar” 3MiHu | TUNY - BBEAEHHA A0AaTKOBOro po3Mipy
CMakoM M'ATK Ta apat” cepii MN3 - 220 kr, wo ctaHoBUTL 191 304
JIMMOHY no 10 TabneTtok (3 4oNycTMMUM BigxuneHHam Big 200,0
TabneTok y 6nictepi; Kr oo 240,0 kr a6o 173 913 Tabnetok Ao 208 695
no 1, 2 a6o 4 6nictepu TabneTok); 3anponoHoBaHo: 20 Kr, L0 CTAHOBUTb
y nauui 17 391 TabneTok (3 4ONYCTUMUM BigXUIEHHAM Bif
18,0 kr go 22,0 kr abo 15 652 Tabnetok Ao 19 130
Tabnetok); 100 kr, Lo cTaHOBUTbL 86 956 TabneTok
(3 gonyctumunm BigxmneHHam Big 90,0 kr go 110,0
Kr abo 78 260 Tabnetok fo 95 652 Tabnetok); 220
Kr, Wo cTtaHoBMTb 191 304 TabneTok (3
Aonyctumum BigxunenHsam Big 200,0 kr go 240,0 kr
a60 173 913 Tabnetok Ao 208 695 TabneTok)
147. | NAPUTUEH® Tabnetkun Ans NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/16645/01/01
PO3CMOKTYBaHHS 3i "Kunismegnpen "KviBmegnpenapart" 3MiHK | TUNYy - BBEAEHHSA A04aTKOBOrO po3mMipy
CMakoM M'ATK Ta apat” cepii N3 - 220 kr, wo ctaHoBUTL 191 304
MasivHu no 10 TabneTtok (3 AonycTuMuUM BigxuneHHam Big 200,0
TabneTtok y 6nictepi; Kr Ao 240,0 kr ab6o 173 913 Tabnetok Ao 208 695
no 1, 2 a6o 4 6nictepu Tabn1eTok); 3anponoHoBaHo: 20 Kr, L0 CTaHOBUTb
y navui 17 391 TabneTok (3 AONYCTUMUM BigXUIEHHAM Bif,
18,0 kr go 22,0 kr abo 15 652 Tabnetok Ao 19 130
Tabnetok); 100 kr, Lo cTaHOBUTL 86 956 TabneTok
(3 ponyctumum BigxuneHHam sig 90,0 kr o 110,0
Kr abo 78 260 Tabnetok go 95 652 Tabnetok); 220
Kr, Wo cTaHoBUTbL 191 304 TabneTok (3
Aonyctummm BigxuneHHsam sig 200,0 kr go 240,0 kr
abo 173 913 TabneTtok fo 208 695 TabneTok)
148. | NEBAKCEJ/IA® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/15596/02/01
NNiBKOBOI 060/I0HKOI HoBso mecTo mecTo, CrnoBeHis mMaTepianis: yTOUHEHHS NiKapcbKoi popmu Ta

no 250 mr; no 1
Tabnetui y 6nictepi;
no 1 6nictepy B
KapTOHHI KOpoo6Li; No
5 TabneTtok y 6nictepi;
no 1 a6o no 2
6/1icTepy B KAPTOHHIM
Kopob6ui; no 7
TabneTok y 6nictepi;

(BUPOGHMLTBO
"in bulk", nepBuHHe
Ta BTOPUHHE
nakyBaHHs ); KPKA,
A.4., HoBo mecTo,
CnoBseHis (KOHTPO/b
cepii ); KPKA, a.4.,
HoBso mecTo,
CnoseHia (nepBuHHe

[03yBaHHs1 B Hakasi Ne 2417 Big 23.10.2020
POKyY B npoueci BHeCeHHA 3MiH (3MiHu | Tuny -
3MiHu Wopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsay (iHwi 3MiHn) OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHthopMalii LLoA0 3a3HaYeHHS
OfIMHULLb BUMIPIOBaHHSA y cucTeMi Sl. BHeceHHs
3MiH [0 po3ainy «MapkyBaHHA» MKA 13
3areepaxeHo: MAPKNPOBKA CooTseTcTByeT
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
no 1 a6o no 2 Ta BTOPVHHE npegocTaB/EHHON MapKNPOBKE YNaKkoBKU.
6icTepy B KApPTOHHIl naxkyBaHHs, 3anponoHosaHo: MAPKNPOBKA B cooTBeTCTBUU
Kopoo6Li KOHTPO/b cepii Ta C YTBEPXAEHHbIM TEKCTOM MapKUpOBKX. BBeAeHHs
BWMYCK cepil) 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepKeHHs.). Pefakuis B Hakasi: TabneTtku,
BKPUTi MNiBKOBO 060/10HKOK No 250 Mr abo no
500 wmr. BipHa pefakuisi: TabneTkun, BKpUTI
nniBKOBOK 060/10HKOI0 MO 250 Mr.
149. | NEBOMIUETUH | kpanni o4Hi 0,25 % no TOB "®3 Ykpaina TOB "®3" Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/5515/01/01
10 mn y dponakoHax "BIOPAPMA" BIO®APMA" 3MiHW | TUMY - BHECEHHSA 3MiH [0 pOo3Ainy
nnactukosux Ne 1 “MapkyBaHHa" MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA. BignosigHo 40 3aTBEpAXEHOro
TEKCTy MapKyBaHHA. OHOBJ/IEHHSI TEKCTY
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBKN
nNiKapcbKoro 3acoby 3 BHECEHHSAM iHchopmaLi
|00 3a3HaYeHHS OAVHMLb BUMIPIOBAHHA Y
cuctemi Sl. BBeieHHs 3MiH NPOTArom 3-X MicsLiB
nicns 3aTBepmkeHHs
150. | NEBOMNPO PO34uH ANs iHQysil ToBapucTBO 3 Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/18421/01/01
500 mr/100 mn, no 100 06MeXeHoto akujioHepHe 3MiHU | TNy - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKMiA
M abo 150 mny BignoBigasibHi TOBapucTBO 3aci6. Cuctema KoHTeinHep/3akynopoBasibHNI
nnsawui in bulk Ne 25, cTio «<EC "IHdy3ia” 3aci6. 3miHa po3mipy ynakoBK/ roTOBOro
30, 50, 60 DAPMA» nikapcbKoro 3acoby (iHWi 3MiHW) - BBEAEHHSA
[,04aTKOBOro nakyBaHHs y daopmi in bulk: no 100
Mn abo 150 mn y naswui, no 25, 30, 50, 60
NAALWOK 3 NpenaparoM ynakoByoTb Y ALWMUKA 3
KapTOHY roopoBaHOro, 6e3 3MiH1 NEPBUHHOIO
nakyBasIbHOro matepiasly. BeegeHHs 3MiH
npoTArom 3-x MicALUiB MicAa 3aTBEPAKEHHS.
151. | NEBO®/IOKCA | po3uuH Ans iHdys3iid, [JouipHe YkpaiHa [JouipHe YkpaiHa BHeceHHs 3MiH [0 peecTpaviiiHix maTepianis: 3a peyenmom UA/17124/01/01
LWVH 500 mr/100 mn, no 100 | nignpMeEMCTBO nigNPUEMCTBO 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
M1y KOHTeliHepi 3 "®apmartpeiig” "®apmaTpeiig” Ta hapmakoHarnagy (iHwi 3miHn) - BHeCeHHs 3MiH
nonisiHinxnopuay, no [0 po3ainy «MapkyBaHHa» MKA N13:
1 KoHTeliHepy B 3arBepmkeHo: MapkyBaHHs. BignosigHo no
nonieTuneHosomy 3aTBEPKEHOT0 TEKCTY MapKyBaHHS, LLIO
nakeTi B KAPTOHHIl [opaeTtbes. 3anponoHoBaHo: MapKyBaHHs. 3rifHO
ynakoBLi 3aTBEPKEHOr0 TEKCTY MapkyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHS YNakoBKM iKapCbKoro 3acoby
3 BHECEHHSIM iHthopMmawii LLoAo 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHSA Y cuctemi Sl. TepmiH
BBEEHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHS.
152. | NEBO®/IOKCA | po3uuH Ans iHdys3iid, [ouipHe Ykpaina [JouipHe YkpaiHa BHeceHHs1 3MiH 10 peecTpaLiliHix maTepianis: 3a peyenmom UA/12767/01/01
LUVH €EBPO 500 mr/100 mn, no 100 | nignpremcTeo nignpueMcTeo 3MiHn | TUNY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
M/ Yy KOHTelHepi 3 "®apmaTtpeiig” "®apmaTtpeiig” Ta thapmakoHarnsgy (iHwi 3mMiHn) - OHOB/EHHS

nonisiHiIxnopuay; no
1 KOHTeliHepy B

TEKCTY MapKyBaHHs ynakoBK/ NikapCbKoro 3acoby
3 BHECEHHSIM iH(hopMmalii LWoAo 3a3HavYeHHs
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

153.

nonieTneHoBoMy
nakeTi B KAPTOHHiIlA
ynakoBLi

OfMHULLb BUMIPIOBaHHSA y cucTemi Sl. BHeceHHs
3MiH 0 po3giny «MapkyBaHHs» MKA N13:
3arBepakeHo: MAPKYBAHHA. TekcT mapKyBaHHSA
NEepBUHHOI Ta BTOPUHHOI YNaKoBKWN A0AAETHLCA.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEP)KEHOr0 TEKCTY MapKyBaHHS. TepMmiH
BBEJEHHS 3MiH NpoTArom 6 micAuis nicns
3aTBEPKEHHS.

NIHECCA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, N0 600 Mr
no 5 Tabnetok y
6nicTepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Li

CKAH BIOTEK
nTa

IHgis

BadgHa
PapmacbloTikasic
nta., HAais;
Bisimeg Nab6c /174,
IHAjia

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
Ha3BM /iKapCbKOro 3acoby - 3MiHa TOProBoi Ha3BU
nikapcbkoro 3acoby. 3aTBepmkeHo: JIIHE3IA
(LINEZID) 3anponoHosaHo: J/IIHECCA (LINESSA)
3MiHu | TUNYy - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3MiHn) 3MiHM 4o p.
«MapKyBaHHs»
3arBepaxeHo: Mapkuposka. CornacHo
YTBEPXAEHHOMY TEKCTY MapKUPOBKK.
3anponoHosaHo: Mapkuposka. CornacHo
YTBEPXEHHOMY TEKCTY MapKMpoBKu. s
ynakoBkU in bulk TEKCT MapkMpoBKy NpunaraeTcs.
3MiHM Y TEKCTi MapKyBaHHSA A1 ynakoskuy in bulk,
a came - BBefIeHHSA MDKHapOAHMX No3HaYeHb
OAMHNLb BUMIPIOBAHHS Y TEKCTi MapKyBaHHS
nikapcbkoro 3acoby.

OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKu
nNikapcbKoro 3acoby 3 BHECEHHAM iHchopmaLi
{010 3a3HaYEHHA OAMHULb BUMIPIOBAHHSA Y
cuctemi Sl. 3miHm | Tuny - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaoum
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SIKy BignoBsigae
BMPOGHMK/IMNOpPTEp, BK/OYaOUM BUMYCK Cepiid) —
3MiHa agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
BMpo6HUKa BadHa ®apmackioTikanc /T4, IHais,
6e3 3MiHM MicLA BUPOOGHULTBA. 3MiHWN BHECEHI B
IHCTPYKLit0 Ans MeAnyHoro 3actocysBaHHs J13 (ans
BMpo6HUKa bacHa ®apmacktoTikasc T4, IHAis) y
p. "MicLe3HaxoMKeHHs1 BUPOGHMKa Ta 1ioro
ajipeca MicLs NPoBaXEHHS Ais/IbHOCTI" 3
Bi4MNOBIAHVMMN 3MiHAMW B TEKCTI MapKyBaHHsA
YNaKoBOK.

3a peyernmom

UA/11532/01/01

154.

NIHECCA

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, 1Mo 600

Mr; in bulk Ne 1000

CKAH BIOTEK
nTa

IHgis

BadgHa
PapmacbloTikasic
nra.

IHgis

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHK | TUNy - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs
BUPOGHWYOI AiNbHUL (BKIHOYAKOUN AiNbHAL ANs
AQ®|, NPOMiXHOro NPoAyKTy abo rotoBoro

UA/11533/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
(5x200): mo 5 nNiKapcbKoro 3acoby, AibHNLi AN NPOBEAEHHS
Tabnetok y 6nictepi; nakyBaHHs1, BUPO6HYKa, BifNOBIgaNLHOro 3a
no 200 6nicTepiB y BMNYCK Cepiil, MiCLie NPOBEAEHHSA KOHTPOIIO Cepir)
KapTOHHI kopobuj; in abo noctavasibHUKa BUXIZHOrO MaTepiasy,
bulk Ne 1000: no 1000 peareHTy ab0 AOMNOMIXHOI peHOBUHM (AKLLO
Tabnetok y 3a3HAY€eHO Y AOCLE) - BUSTYYEHHST OGHOTO i3
KOHTeliHepax 3aTBepMAXeHNX BUPOOHNKIB, a came: BiBimeps /labe
Nt IHAis
155. | NIHECCA TabneTkn, BKPUTI CKAH BIOTEK IHgis BadgHa IHgis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyernmom UA/11532/01/01
NNiBKOBOIO nTa PapmacbloTikasic 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
060/10HKO10, 1Mo 600 nTa. BMPOBHUYOT AiNbHULI (BKNKOYAKOUN AiNbHULI ANS
Mmr; no 5 TabneTok y A®|, NpoMiXHOro NPoaykTy abo roToBoro
6nicTepi; no 1 nikapcbKoro 3acoby, Ai/bHNL AN NPOBEAEHHS
6nicTepy B KAPTOHHIl nakyBaHHs1, BUPO6HYKa, Bi4NOBIganLHOro 3a
Kopoo6Li BMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPO/IIO Cepir)
abo noctavanbHUKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMNOMIXHOI peYOBUHM (AKLLO
3a3Hay4yeHo y [0CbE) - BUTYYEHHS OAHOrO i3
3aTBepAXeHUX BUPOOHUKIB, a came: BiBimes Jlabe
Nta, IHAis
156. | NIHECCA TabneTkn, BKPUTI CKAH BIOTEK IHgis BadgHa IHgis BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasis: - UA/11533/01/01
NNiBKOBOKO nTa PapmacbloTikasic 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
060/10HKO0, N0 600 Mr nra., IHpis; Ha3BW NlikapcbKoro 3acoby - 3MiHa TOProsoi Ha3Bu
in bulk Ne 1000 Bisimeg Jla6c /T4, nikapcbKoro 3acoby. 3arsepgxeHo: JIIHE3IA
(5x200): no 5 IHais (LINEZID) 3anponoHosaHo: J/IIHECCA (LINESSA)

Tabnetok y 6nictepi;
no 200 6nicTepiB y
KapTOHHI kopobuj; in
bulk Ne 1000: no 1000
Tabnetok y
KOHTelHepax

3MiHu | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwWi 3miHM) 3MiHK o p.
«MapKyBaHHs»
3arsepakeHo: Mapkuposka. CornacHo
YTBEPXEHHOMY TEKCTY MapKUPOBKY.
3anponoHoBaHo: Mapkuposka. CorsiacHo
yTBEPXAEHHOMY TEKCTY MapkupoBku. Ans
ynakoBku in bulk TEKCT MapKnpoBKM NpuiaraeTcs.
3MiHM Y TEKCTi MapKyBaHHSA A1 ynakoskuy in bulk,
a came - BBEA,EHHSA MDKHAPOAHMX NO3HAYEHb
OfMHULIb BUMIPIOBAHHS Y TEKCTI MapKyBaHHsI
nikapcbKkoro 3acoby.

OHOB/IEHHS TEKCTY MapKyBaHHS ynakoBKW
NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii
|00 3a3HaYEeHHS OAVHMLb BUMIPIOBAHHSA Y
cuctemi Sl. 3miHn | Tuny - AgMIHICTPaTUBHI 3MiHK.
3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoum
OiNbHAULI BUNYCKY cepii abo MicLe NpoBeAeHHSs
KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/iMNOPTEp, BKIOYAOUN BUMYCK Cepiid) —
3MiHa agpecu Micusi NPOBaKEHHS Ais/IbHOCTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BMpo6HUKa BadHa ®apmackioTikasc T4, IHAis,
6e3 3MiHM MicLA BUPO6GHULTBA. 3MiHWU BHECEHI B
IHCTPYKLil0 ANna MeanyHoro 3actocysaHHs /13 (ans
BMpo6HUKa batHa ®apmackioTikasc T4, IHAis) y
p. "MicLe3HaxoKeHHs1 BUPOGHUKa Ta 1ioro
ajipeca MicLsA NPOBaXEHHS Ais/IbHOCTI" 3
BiANOBIAHMMY 3MiHAMY B TEKCTi MapKyBaHHs
yNaKoBOK.
157. | ninPuvn Tabnetku no 10 mr, no My6niyHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/6918/01/01
10 TabneTok y aKLioHepHe akLujoHepHe 3MiHW | TUNY - OHOB/IEHHSA TEKCTY MapKyBaHHS
6nictepi, no 3 TOBapUCTBO TOBapucTBo yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
6nicTepu B nayw,j 3 "HaykoBo- "HaykoBo- iHchopmawii LWoA0 3a3HaYEHHS OAUHULIb
KapToHy; no 60 a6o 90 BMPOGHUYUIA BMPOGHUYUIA LEHTP BMMIpOBaHHS y cuctemi Sl. BHeceHHs 3MiH o
Tabnetoky LeHTp "BopLyariBcbKuii po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
KOHTeliHepi; no 1 "BopLuariBcbk XiMiKo- MapkyBaHHS. BignoBigHo [0 3aTBEpPKEHOr0
KOHTeWHepy y nauui 3 WA XiMiKo- thapmaueBTUYHWI TekcTy MapkyBaHHs. MpumMiTka. MapkyBaHHS
KapTOHY hapmaueBTny 3aBof", YKkpaiHa nikapcbKoro 3acoby, 1oro Au3aiiH NnoAarTbes
HWi1 3aBoa" (BUpPOGHMLTBO 3a YKPaiHCbKOI Ta pOCiiCbKo0 MOBaMu, a npu
MOBHUM LIK/TOM); peanisauii npenaparty Ha ekcnopT - MOBOIO,
ToBapucTso 3 06YMOB/IEHOIO B KOHTPaKTI, Y BignoBigHOCT 3
06MEXEHO peecTpauiiiHum gocke, sike cchopmoBaHe 3a
BiANOBIAA/IbHICTIO BYMOramu KpaiHu-imnoprepa i 3asaB/ieHo nig vac
"ArPO®APM", peecTpaLiii B peecTpauiliHi opraHu kpaiHu-
YKpaiHa imnopTepa.
(BpOGHMLTBO, TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
nakyBaHHS, BUNYyCK 3aTBEPAKEHHS
cepii); ToBapucTeo 3
06MeXeHoI
BiANOBIAA/ILHICTIO
"Hatyp+", YkpaiHa
(KOHTpO/b cepii)
158. | ninPUnN Tabnetku no 5 mr, no My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/6918/01/02
10 TabneTok y aKLioHepHe akLioHepHe 3MiHW | TUNY - OHOB/IEHHSA TEKCTY MapKyBaHHS
6nictepi, no 3 TOBapWCTBO TOBap1CTBO yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
6nicTepu B naywj 3 "HaykoBo- "HaykoBo- iHchopmawii LWoA0 3a3HAYEHHA OAUHULID
KapToHy; no 60 a6o 90 BMPOGHNYMI BUPOOHNYNI LEHTP BUMIipIOBaHHS y cuctemi Sl. BHeceHHs1 3MiH go
Tabnetok y LeHTp "BopLuariBcbKuii po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
KOHTeliHepi; no 1 "BopLuariBcbk XiMiKo- MapkyBaHHS. BignoBigHo [0 3aTBEpP4KEHOrO
KOHTeliHepy y nadui 3 WA XiMiKo- hapmaueBTUUHWIA TekcTy MapkyBaHHs. MpumMiTka. MapkyBaHHS
KapTOHY hapmaueBTny 3aBof", YkpaiHa nikapcbKoro 3acoby, 1oro Au3aiH NnoAarTbes
HWi1 3aBoa" (BMPOGHMLTBO 3a

NOBHUM LMK/TOM);
ToBapucTso 3

YKpaiHCbKOK Ta poCilicbKolo MoBamMu, a npu
peanisauii npenaparty Ha ekCrnopT - MOBOIO,
06yMOBJ/IEHOK B KOHTPAKTI, Y BiZNOBIAHOCTI 3

06MeXeHo peecTpauiiHim foCcbe, sike cChopMOBaHe 3a
BiANOBIAA/TbHICTIO BMMOramu KpaiHu-imnoprepa i 3asB/ieHo nig vac
"ArPO®APM", peecTpalLiii B peecTpauiliHi opraHu kpaiHu-
YKpaiHa imnopTepa.
(BMPOGHMLTBO, TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicsAUIB nic/s
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nakyBaHHS, BUNYCK 3aTBEPAKEHHS
cepii); ToBapucTao 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"Hartyp+", YkpaiHa
(kOHTpOsIb cepii)
159. | ninPUnN Tabnetku no 20 mr, no My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyernmom UA/6918/01/03
10 TabneTok y aKLioHepHe akujoHepHe 3MiHW | TUNY - OHOB/IEHHS TEKCTY MapKyBaHHS
6nicTepi, no 3 TOBapUCTBO TOBapUCTBO YMakoBKM NiKaPCbKOro 3ac0by 3 BHECEHHAM
6nicTepu B navu,j 3 "HaykoBo- "HaykoBo- iHhopmauii Wwoao 3a3HavYeHHs OAUHULb
KapToHy; no 60 a6o 90 BMPOGHUYUIA BMPOGHWYNIA LEHTP BMMIpIOBaHHA y cucteMi Sl. BHeceHHs1 3MiH g0
Tabnetok y LeHTp "BopLuariscbkuii po3giny “MapkyBaHHa" MKA /13; 3anponoHoBaHo:
KOHTeliHepi; no 1 "bopLuariBcbk XiMiKO- MapkyBaHHS. BignosigHO [0 3aTBEPOKEHOr0
KOHTEeWHepy y nauui 3 NiA XiMiKo- thapmavueBTUYHWIA TekcTy MapkyBaHHs. MpumMiTka. MapkyBaHHS
KapToHY thapmaveBTUy 3aBof", YkpaiHa nikapcbKoro 3acoby, oro gusaiH NogarTbes
HWi1 3aBoa" (BUpPOGHMLTBO 3a YKpaiHCbKOI Ta pOCilicbKo MoBamMu, a npu
NMOBHUM LK/TOM); peanisauii npenaparty Ha ekcnopT - MOBOHO,
ToBapucTso 3 06YMOB/IEHOIO B KOHTPaKTI, Y BignoBigHOCT 3
06MeXeHoI peecTpauiliHim [oCcbe, ke cChopMOBaHe 3a
BiANOBIAA/ILHICTIO BMMOramu KpaiHu-imnoprepa i 3asaB/ieHo nig vac
"ArPO®APM", peecTpaLii B peecTpauiliiHi opraHu KpaiHu-
YKpaiHa iMnoprepa.
(BUPOGHULTBO, TepMiH BBEEHHS 3MiH NPOTAroM 6 micALiB nicns
nakyBaHHs, BUNYyCK 3aTBEPIKEHHS
cepii); ToBapucTeo 3
06MexeHot
BiANOBIAALHICTIO
"Hartyp+", YkpaiHa
(koHTpO/Ib Cepii)
160. | NO3AN® 100 TabneTkn, BKPUTI TOB "CaHoi- YkpaiHa CaHodpi-ABeHTic Cn. Monbwa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a peyenmom UA/15308/01/01
nntoc NNiBKOBOKO ABEHTIC 30.0. 3MiHuM | TUNY - NogaHHA oHoBneHoro CepTudiikara
o060710HKot0, Nno 100 YkpaiHa" R1-CEP 2010-139-Rev 01 ana A®l JlosaptaHy

Mmr/25 mr, Ne 10
(10x1), Ne 30 (10x3),
Ne 90 (10x9): no 10
TabneTtok y 6nictepi;
nol,3a6o9
6nicTepiB y KAPTOHHIi
Kopo6ui; Nel5 (15x1),
Ne30 (15x2), Ne90
(15x6): no 15
TabneTtok y 6nictepi;
nol, 2a6o6
6nicTepiB y KApPTOHHIi
KopoobUi

KauTito Bif, 3aTBEpAKEHOro BMpobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd., China; 3miHu |
TUMY - BUNYYEHHA BUPOOHNKa Ad| JlozapTaHy
kauito Zhejiang Hisun Pharmaceutical Co., Ltd.,
China. 3anponoHoBaHo: Mylan Laboratories
Limited, India Zhejiang Huahai Pharmaceutical
Co., Ltd., China;
3MiHuM | TUNY - NogaHHA oHoBneHoro CepTudiikara
R1-CEP 2010-139-Rev 02 ana A®l JlosaptaHy
KauTito Bif, 3aTBEpAKEHOro BMpobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd., China; 3miHu |
TUMY - BHECEHHSA 3MiH A0 Cneuudikalii/MeTtogais
BMNpPOOyBaHHA A®I JlozapTaHy Kaslito, 30Kkpema:
[0[aBaHHA KOHTPOJIH0 AOMILLOK HITPO3aMiHiB 3
BifNOBIgHUMM KpUTEPIAMU NpUiAHATHOCTI (N-
Nitrosodiethylamine (NDEA) - NMT 0,177 ppm; N-
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Nitrosodimethylamine (NDMA) - NMT 0,640 ppm);
N-Nitrosodibutylamine (NDBA) — NMT 0,177 ppm)
161. | TIOMEKCUH® Kancysm BariHasbHi Pekoppari Ipnangis KataneHT Itani ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/6094/01/02
M’k no 200 Mr no 3 Aineng NTp, C.n.A. TexHiyHa nomwuska (3rigHo Hakasy MO3 Big
ab6o no 6 kancyny 23.07.2015 Ne 460) - BUNpaB/ieHO TEXHIYHY
6nicTepi, no 1 MOMWJ/IKY Y TEKCTY MapKyBaHHS MiKapCbKoro
6nicTepy B KAPTOHHIi 3aco6y. 3AMPOMNOHOBAHO: 5. CMOCIB TA
KopoobLi WAAX BBEAEHHSA MpoTturpnbkosuii Ta
aHTUMIKPOGHWIA 3aci6 418 MiCLEBOro NikyBaHHS
iHthekuii cnM30BMX 0601I0HOK CTATEBMX OpPraHiB
3a3HayeHe BUMNpaB/IeHHS BiANOBigaE apXiBHUM
mMartepiasiaM peecTpauiiiHoro Aocbe
162. | NTOMEKCVH® Kancysnu sariHasbHi Pekoppari IpnaHgis KataneHT Itani ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/6094/01/01
M’'siki no 600 mr o 1 Aineng Ntg, C.n.A. TexHiyHa noMmuska (3rigHo Hakasy MO3 Big
abo no 2 kancynuny 23.07.2015 Ne 460) - BUNpaB/ieHO TEXHIYHY
6nictepi, no 1 MOMUJIKY Y TEKCTY MapKyBaHHS NikapCbKoro
6nicTepy B KapTOHHIi 3acoby. 3AMPOMNOHOBAHO: 4. NNIKAPCbKA
KOpo6Li ®OPMA TA KINbKICTb OANHULIb B YMAKOBLII
Kancynu BariHanbHi M'ski no 600 mr 600 mg 600
mr Ne 1 1 kancyna sariHasibHa M’sika 600 mr Ne 2 2
Kancynu BariHasibHi M'siki 5. CMNOCIB TA WAAX
BBEAEHHSA MpoTurpnbkoBuii Ta aHTUMIKpOOHMI
3aci6 4719 MicL,EeBOro JlikyBaHHS iHPeKLiT CIM30BMX
0060/I0HOK CTaTeBMX OpraHis 3asHaveHe
BUNPAaB/IEHHS BigNoBigae apXiBHUM MaTepianam
peecTpauiiHoro Aocbe
163. | N-ONTUK Kpani O4Hi, pO34uH No K.T. PymyHis K.T. Pomdrapm PymyHis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/16307/01/01
POM®APM 5mr/mMnno5mny POM®APM KomnaHi C.P.J1. 3MiHM | TUMNY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
donakoHi; no 1 KOMIMAHI YNakoBKM NiKAPCbKOro 3aC00y 3 BHECEHHAM
dh1akoHy B KapTOHHIl C.P.J. iHchopmawii WoA0 3a3HaYEHHS OAUHULb

KopooLi

BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHSA 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

164.

MAKCIBPEH

Tabnetku no 250 mr
no 10 Tabnetok y
6nictepi; no 1 a6o 2,
abo 5 6nicTepiB pasom
Y KapTOHHIi nauui

Pyn
"Benmepanpen
aparu”

Pecny6nik
a
Binopycb

Pecny6nikaHcbke
YHiTapHe BUpo6HMYe
nignpueMcTBo
"Benmegnpenaparun”

Pecny6nika
Binopycb

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHuM | TUNY - 3MiHa YNOBHOBaXXeHOT 0cobu
3asBHMKA, BiANOBIAANLHOI 38 34iCHEHHSA
thapmakoHarnsgy: MponoHoBaHa pefakLis:
MapueHkoB Mukuta Bonogumvposuy. 3MiHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0CO6M
3as1BHIKA, BignoBifa/bHOI 3a 34iCHEHHS!
thapmakoHarnsgy B YkpaiHi. MponoHoBaHa
pefakuisi: BonowunHa AHacTaciss AHaToniiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YMNOBHOBAXEHOT 0CO6M 3as1BHKKA, BifnoBiganbHOl
3a 3fjiicHeHHs hapmakoHarnagy B YkpaiHi. 3miHa
HOMepa MacTep-haiina cuctemu
chapmakoHarnsgy

6e3 peyenma

UA/18113/01/01

165.

MEBI®OH®

KpucTanivyHmim
nopoLuok (cybcTaHLuis)
y MilKax noAgiliHmx
nonieTuneHoBnx ans
dhapmaLeBTN4HOTO
3aCTOCYyBaHHSA

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BnacHvKa peecTpauiiHoro noceig4yeHHs1) 3MiHa
HaliMeHyBaHHS Ta afpecu 3asBHUKa (BnacHuka
peecTpauiiHoro NocBigYeHHs)
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiSIbHOCTI BUPOOHUKA (BK/IHOYa0oUN,
3a HeobXigHOCTI, MicLLe NMPOBEAEHHS KOHTPOSTHO
AKOCTI), ab0 BnacHvKa macTtep-caiina Ha A®l, abo
noctavyanbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOOHULTBI AD| (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiAICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHoMy
[ocbe, abo BUPOOHUKA HOBOT AOMOMIKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO y A0CbE) 3MiHa
HalilMeHyBaHHA Ta afpecu BUPoGHMKa cyocTaHL;i,
6e3 3MiHM Micus BUpobHULUTBA

UA/14819/01/01

166.

MEBI®OH®

PO34MH AN iH'EKLi,
15 mr/mn no 20 mn B
amnyni; no 5 a6o no
10 amnyn y navui 3
KapToHy; no 20 Mn B
amnyni; no 5 amnyny
6nictepi; no 1 abo no
2 6nicTepu B navui 3
KapTOHY

AT "dapmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BnacHvKa peecTpauiiHoro noceig4yeHHs1) 3MiHa
HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNnacHUKa
peecTpavLiiHOro NocBigYEHHS).
BBegeHHS 3MiH NpOTAroM 6-Tu MicALiB nic/is
3aTBEpPKEHHSA. 3MiHY | TNy - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) BHECEHHs 3MiH A0 po3ainy «MapKyBaHHs»
MKA N13 3atBeppxeHo: MAPKYBAHHA
Bignosifae HagaHoMy TEKCTY MapKyBaHHS.

3a peyenmom

UA/6652/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 3MiHN
BHECEHi B TEKCT MapKyBaHHS yNakoBKM
NiKapCbKoro 3acoby LL0A0 3a3HaYeHHs
MDKHaPOAHWX NO3HAYEHb OAMHNLb BUMIPIOBAHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPMKEHHS. 3MiHM | Tuny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJIO AKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/IOYAKUM BUMYCK Cepiid)
3MiHa HaliMeHyBaHHs Ta afipecu BUPO6HUKa, 6e3
3MiHV MicLA BUPO6HMLTBA: BBEAEHHS 3MiH
NpOTSArom 6-TM MicALiB Nic/1A 3aTBEPAKEHHS.

167.

MEBEPUH®

kancynu no 200 mr; no
10 kancyn y 6nicTepi;
no 3 6nictepy B navw,i

MAT
"Kuismegnpen
apar”

YkpaiHa

NAT
"Knismegnpenapar"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TURY - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkunii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (36iMbLIEeHHs TepMiHy
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi yNakoBky (NiATBEPMAXKYETLCA faHNMU
peasibHOro yacy) - 36ibLIeHHS TeEPMiHY
NpVAATHOCTI FOTOBOTO NiKapPCLKOro 3acoby Ha
OCHOBI NO3UTMBHMX Pe3yNbTaTiB AOBrOCTPOKOBUX
AocnigpKeHb cTabinbHOCTI y peanbHOMY yaci:
3arBepmKeHo: TepMiH NPUAATHOCTI 2 POKW.
3anponoHoBaHo: TepMiH NpuAaTHOCTI 3 POKW.
3MiHN BHECEHI B IHCTPYKLi0 4719 MEANYHOro
3acTtocyBaHHA J13 y p. "TepMiH npugartHocTi®.
BBeaeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS.

3a peyenmom

UA/7725/01/01

168.

MEAOK/NAB

TabneTkn, BKpUTI
nniBKOBOO
o060510HKot0, Nno 500
Mmr/125 mr no 8
Tabnetok B 6nicTepi;
no 2 6nictepn y
KapTOHHI Kopo6Lyi

Mepokemi
nTa

Kinp

Megokemi T4
(3aBog B)

Kinp

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:
3MiHU | TUMY - OHOBNEHHSA TEKCTY MapKyBaHHs
YNaKoBKM JTiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WwoAo 3a3Ha4YeHHS OAUHULb
BUMIpOBaHHSA Y cuctemi Sl. BHeceHHs 3MiH Ao
po3ainy «MapkyBaHHs1» MKS J13: 3anponoHoBaHo:
MAPKYBAHHA. 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTAromM 3
MiCsILiB MiCNsi 3aTBEPAYKEHHS

3a peyenmom

UA/4428/01/01

169.

MEAOK/NAB

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, Mo 875
Mr/125 mr no 7
TabneTtok B baicTepi;

Mepokemi
nTa

Kinp

Megokemi NTA
(3aBog B)

Kinp

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TUMY - OHOBNEHHA TEKCTY MapKyBaHHS
YNaKoBKM JTiKapCbKOro 3aco6by 3 BHECEHHAM
iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BMMiplOBaHHS y cuctemi Sl. BHeceHHs 3MiH Ao

3a peyenmom

UA/4428/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
no 2 6nictepn y po3gainy «MapkyBaHHs» MKSA 13: 3anponoHoBaHo:
KapTOHHI Kopo6Lyi MAPKYBAHHSA. 3rifHO 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBEAEHHS 3MiH MPOTArom 3
MiCALIB MiCNA 3aTBEPKEHHS
170. | MEOOKNAB NOPOLLIOK A/151 PO3YUHY Mepokemi Kinp Megokemi T4 Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/4428/02/01
ONs iH'ekujin abo nTa (3aBog B) 3MiHW | TUMY - OHOBMEHHS TEKCTY MapKyBaHHS
iHdpysin 11/ 0,2 1 no 10 YMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
hN1aKoHIB 3 MOPOLLKOM iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
Y KapTOHHIli Kopoobui BMMIpIOBaHHS Y cuctemi Sl. BHeceHHs 3MiH Ao
po3ainy «MapkyBaHHs» MK# J13: 3anponoHoBaHo:
MAPKYBAHHSA. 3rifHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHs1. TepMiH BBEAEHHSA 3MiH MPOTArom 3
MicsILiB Micns 3aTBepPKEHHS
171. | MEAONEHEM NOPOLLIOK A/19 PO3UYNHY Megpokemi Kinp Mepokemi T4 Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a peyenmom UA/11738/01/02
LN iH'eKUin abo nTa (3aBog C) 3MiHKM | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
iHpysimno 1r, 1 yMNakKoBKM NiKapCbKOro 3acoby 3 BHECEHHSM
)1aKOH 3 MOPOLLKOM Y iHchopmawii LWoA0 3a3HAYEHHA OAUHULID
KapTOHHI KOpooL;i BUMIipIOBaHHS y cuctemi Sl. BHeceHHs1 3MiH go
po3ainy «MapkyBaHHs» MK# J13: 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. TepMiH BBEL,eHHSA 3MiH NpoTArom 3
MicsILiB Micns 3aTBepoKEHHS
172. | MEAONPAM TabneTku, BKpUTI Megpokemi Kinp Mepokemi T4 Kinp/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/14937/01/01
nAiBKOBOIO nTa (3aBog AZ), Kinp; HigepnaHngm 3MiHM | TUMY - OHOB/IEHHS TEKCTY MapKyBaHHS
060/10HKO0, M0 5 Mr, dapmaueBTiLl yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
no 10 TabneTtok y AHxaniTiw iHchopmawii LWoA0 3a3HaYEHHA OAUHULIb
6nicTepi; no 3 Na6opaTtopiym BMMIpIOBaHHS y cuctemi Sl. BHeceHHs 3MiH o
6nicTepy y KapTOHHiIl [OyiseH B.B., po3ainy «MapkyBaHHs» MKS J13: 3anponoHoBaHo:
Kopoo6Li Higepnangn TEKCT MAPKYBAHHSA.
3riAHO 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS.
TepMiH BBEEHHS 3MiH NPOTAroM 3 MicALUiB nicns
3aTBEPAKEHHS
173. | MEAONPAM TabneTku, BKpUTI Mepokemi Kinp Mepokemi T4 Kinp/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a peyenmom UA/14937/01/02
nNiBKOBOIO nTa (3aBog AZ), Kinp; HigepnaHnam 3MiHM | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
060/10HKO0, NO 10 Mmr, dapmauesTiLL YMakoBKM NiKaPCbKOro 3ac00by 3 BHECEHHAM
no 10 TabneTtok y AHaniTiWw iHchopmaii WoA0 3a3HaYEHHS OAUHULb
6nictepi; no 3 Na6opaTtopiym BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 10
6nicTepy y KapTOHHIl [NlyiseH B.B., po3ainy «MapkyBaHHs» MKS J13: 3anponoHoBaHo:
Kopoo6Li HinepnaHvgn TEKCT MAPKYBAHHA.
3riAHO 3aTBEpP)KEHOr0 TEKCTY MapKyBaHHS.
TepMmiH BBELEHHS 3MiH NpOTArom 3 micauis nicns
3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
174. | MEAONPAM TabneTkn, BKpUTI Mepokemi Kinp Mepokemi T4 Kinp/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/14937/01/03
nniBKOBOIO nTa (3aBog AZ), Kinp; HigepnaHnam 3MiHM | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
060/10HKOI0, NO 20 Mmr, dapmanesTiLL YMakoBKM NiKapCbKOro 3ac00y 3 BHECEHHAM
no 10 TabneTtok y AHaniTiWw iHchopMmawii LWoA0 3a3HaYEHHS OAUHULb
6nictepi; no 3 Na6opatopiym BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH g0
6nicTepy y KapTOHHIl [NlyiseH B.B., po3ainy «MapkyBaHHs» MKS J13: 3anponoHoBaHo:
Kopoo6Li HinepnaHvgn TEKCT MAPKYBAHHA.
3rigHO 3aTBEp)KEHOr0 TEKCTY MapKyBaHHS.
TepMmiH BBELEHHS 3MiH NpOTArom 3 micauis nicns
3aTBEPAKEHHS
175. | MEQOLE® NOPOLLIOK A/151 PO3YUHY Mepokemi Kinp Megokemi (da IcT) B'eTHam/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/0776/01/01
ansiHekuiino 1, 1, nTa NTA.,(AcenTik Kinp 3MiHW | TUMY - OHOBNEHHS TEKCTY MapKyBaHHS
a6o 10, a6o 100 LiechanocnopuH yMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
(h1aKOHIB 3 NOPOLLKOM daciniti), B'eTHam iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
Y KapTOHHIli Kopoobui (BMpPOGHMLTBO BMMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH Ao
roToBOro po3ainy «MapkyBaHHs» MK# J13: 3anponoHoBaHo:
niKkapcbKoro 3acoby, MAPKYBAHHSA. 3rifHO 3aTBEpAXEHOro TEKCTY
nepBrHHE Ta MapKyBaHHs1. TepMiH BBEAEHHSA 3MiH MPOTArom 3
BTOPVHHE MicsILiB Micns 3aTBepKEHHS
nakyBaHHs);
Megokemi T4
(3aBog C), Kinp
(BMPOGHMLTBO 3a
NMOBHWM LMKI0OM)
176. | ME/NNIBEK® PO34MH ANS iH'EKLN, HOBEN INAY TypeyunH loon Inay Jonym TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/3933/02/01
15 mr/1,5mnno 1,5 CAHAI BE a CaHai Be TigxapeT 3MiHM | TUNY - BHECEHHSA 3MiH A0 po3ainy
M B amnynax TIOI>KAPET A.LL. «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
o6'emom 2 mn; no 3 A.LL. MAPKYBAHHSA. 3rigHo 3aTBEpAXEHOro TEKCTY
amMnysn B KApTOHHIiA MapKyBaHHs. OHOBMIEHHS TEKCTY MapKyBaHHS
ynakosLi YNaKoBKM JTiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmaLii WwoAo 3a3HaYeHHSA OAUHULb
BUMIiptOBaHHA y cuctemi Sl. BeefeHHs 3MiH
NPOTSArom 6-Ty MiCAILB MiCNsi 3aTBEPAKEHHS
177. | MEMOPWVH Kpanni opanbHi, 40 TOB "OKI Ykpaina TOB "OKnM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/6601/01/01
Mr/mMn no 40 mny "dapmaleBTu "papmMaLeBTNYHa 3MiHW | TUMY - OHOBNEHHA TEKCTY MapKyBaHHS
dhnakoHi; no 1 yHa habpuka" chabpmka" YMakKoBKU NiKAPCbKOro 3ac0by 3 BHECEHHAM
hnakoHy y nauui iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BMMIpIOBaHHS Y cuctemi Sl. BHeceHHs 3MiH Ao
po3gainy “MapkyBaHHa” MK /13”: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MiCALIB MiCNsA 3aTBEPKEHHS
178. | MEHOBA3VH PO3YMH HALLKIpHWIA; NO TOB "OKI Ykpaina TOB "AKM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/5829/01/01
40 mn y chnakoHax "PapmaueBTu "GapmMaLeBTNYHa 3MiHW | TUMY - BHECEHHS 3MiH 10 PO34iny
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
yHa habpuka" thabpuka" “MapkyBaHHa" MK /13"; 3anponoHoBaHo:
MapkyBaHHS. 3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY MapKyBaHHS
YNaKoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BVMIiptOBaHHA y cuctemi Sl. BBefgeHHs 3miH
NPOTSArom 6-Tv MicsILiB Micnsi 3aTBEPAKEHHS
179. | METOTPEKCAT | po3uuH Ans iH'eKuji, EBEBE ABCTpist EBEBE ®apma ABcTpis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/0513/02/01
"EBEBE" 10 mr/mn no 1 mn (10 Papma lFec.m.6.X. Hdpr. KT, HimeuunHa 3MiHK | TUNY - BUYYEHHS O4HOrO i3 3aTBEPAKEHNX
Mmr), no 5 mn (50 mr) y lec.m.6.X. ABCTpisi (NOBHWIA BMPO6HUKIB A®| MeToTpekcaTy 3aTBepKeHO:
chnakoHi; no 1 Hdor.KI LUK BUPOOHULTBA); FERMION OY, Finland Excella GmbH, Germany
h1akoHy B KApPTOHHIl Na6op N+C AT, 3anponoHoBaHo: FERMION OY, Finland
Kopo6ui; no 0,75 mn HimeuyunHa
(7,5 wmr), no 1 mn (10 (TecTyBaHHs); MM/
mr), no 1,5 mn (15 mr), Mikpob6ionoriwec
no 2 mn (20 mr) y Mptochnabop M6X ,
nonepeaHLo ABCTpIs
3aMoBHEHOMY LLUMPUL; (TecTyBaHHs)
no 1 a6o no 5
nonepeaHLo
3aMOBHEHWX LUNPULLIB
Y KapTOHHIlA KopoobLi
pasom 3i CTepUIbHO
iH’eKUiiHOIO roskoto Ta
cepBeTkamm
180. | METPOHIAA30O | po3uuH ans iHdysii 5 TOB "lOpis- YkpaiHa TOB "tOpia-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/4860/01/01
n mr/mn, no 100 mny dapm"” 3MiHW | TUMY - BHECEHHS 3MiH A0 pPO34iny
nnsawkax; no 100 mn y «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
KOHTelHepax MapKyBaHHs. 3rifiHO 3aTBEP)KEHOrO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHs
YNaKkoBKM MiKapCbKOro 3acoby LLof0 3a3HauYeHHs
MDKHapOAHWX NO3HAYEHb OAMHNL BUMIPIOBAHHS.
BBegeHHS 3MiH NpOTArom 6-Tu MicALiB nic/is
3aTBEPAKEHHS
181. | MIKCTAPA® 30 | cycneHsis gns A/T Hoso [JaHis A/T Hoso Hopgick, [Nanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/17173/01/01
HM iH'ekuini, 100 MO/mn; Hopgick [aHis (BUpOGHMK Bpasunis/ 3MiHu |l Tuny - 3MiHW BHECEHO [0 IHCTpYKLii Ans
®JIEKCMNEH® no 3 My KapTpuaxi; BiAnoBiganbHUI 3a PpaHuis MeANYHOro 3acToCyBaHHA NiKapcbkoro 3acoby Ao

no 1 kaptTpuaxy y
6araTo030Bili
0/HOPa30Bili WnpuL-
pyuui; no 1 aéo 5
LUNPWL-PYYOK Y
KapTOHHI KopooLli

36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS rOTOBOro
NpoAyKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(PnekcheH®)); AIT
Hoso Hopgick,
[aHis (BUpo6HUK

po3ainy "OcobamBOCTi 3acToCyBaHHA". BBeAeHHS
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepOKeHHS
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Ymosu

Homep

Ne
n/n

Hassa
NliKapcbKo20

Popma sunycky
(nikapcbka gpopma,

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

Hepo3acoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHs
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs! TOTOBOrO
NpoAyKTY
(PnekcheH®)); AIT
Hoso Hopgaick,
[aHis (BUpOGHMK
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE
nakyBaHHS;
KOHTPO/b SIKOCTI
NpoAYyKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHdin®) Ta
BiAnoBiganbHUii 3a
BUMYCK cepil
roTOBOro NPOAYKTY
(PnekcleH®));
Hoso Hopgick
Mpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis (BUpo6HMK
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE
nakyBaHHS;
KOHTPO/b SIKOCTI
NpoAYyKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHdin®);
36MpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS roTOBOro
NpoAykTy
(PnekcleH®);
KOHTPO/b SIKOCTI
roTOBOro NPOAYKTY

(PnekcleH®));
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Hoso Hopgick
MpogatokcboH CAC,
®paHLis (BUPOOHUK
NpoAyKLii 3a NOBHUM
LMKIOM)
182. | MIKCTAPA® 30 | cycneHsis gns A/T HoBso [JaHis A/T Hoso Hopagick, [Nanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyernmom UA/17173/01/01
HM iH'ekyii, 100 MO/mn; Hopgaick [aHisi (BUpOGHMK Bpasunis/ 3MiHM | TUMy - 3MiHa KOHTaKTHOT 0co6bm
®JIEKCMNEH® no 3 MmNy KapTpuaxi; BiAnoBiganbHUii 3a PpaHuin YNOBHOBAaXEHOT 0CO6M 3as1BHKKA, BifnoBiganbHOl

no 1 kapTpuaxy y
6araTo030Bili
0/HOpa3oBili WnpuL-
pyuui; no 1 aéo 5
LUNPUL-PYYOK Y
KapTOHHI KopooLli

36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs rOTOBOro
NpPoAyKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOro NPOAYKTY
(PnekcheH®)); AIT
Hoso Hopgaick,
[aHisi (BUpOGHMK
Hepo3dacoBaHoro
NpoAyKTY, NepBUHHE
nakyBaHHS
(kapTpuaxi
MeHhin®);
36MpaHHs,
MapKyBaHHSA Ta
BTOPUHHE
nakyBaHHS roToBOro
NpoAYyKTY
(Pnekclen®)); AIT
Hoso Hopgaick,
[aHisa (BUpobHUK
Hepo3dacoBaHoro
NPOAYKTY, NEPBUHHE
nakyBaHHS;
KOHTPO/b AKOCTI
NpOAYKTY B
nepBMHHOMY
nakyBaHHi
(kapTpuoxi
MeHin®) Ta
BiANOBigaIbHUI 3a
BMNYyCK cepii
roTOBOro NPOAYKTY
(dnekcleH®));
Hoso Hopgick
Mpoaykao
dapmaceyTika f0

3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pefakuisn: SlTacToBeHKO AHHa
CepriiBHa. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
0C06U YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
BignoBigasIbHOT 3a hapmakoHarnsag B Ykpaii
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Bpasinb NITpa.,
Bpasunis (BUpO6HMK
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS;
KOHTPO/b AKOCTI
NpoAYyKTY B
nepBMHHOMY
nakyBaHHI
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS rOTOBOro
NpoAyKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOro NPOAYKTY
(PnekcleH®));
Hoso Hopgick
MpopatokcboH CAC,
®paHuia (BUpoBHUK
NpoAyKLii 3a NOBHUM
LMKIOM)

183.

MIOPUKC®

Kancynu
NPOJIOHrOBaHOI fji
TBepAi no 15 mr; no 14
Kancyn y 6nictepi; no
1 6nictepy y
KapTOHHI Kopo6Lyi

AciHo ®apma
Al

LLiBeiiuapi
a

nepBrHHA Ta
BTOPUHHA YNakoBKa,
[03BiN Ha BUMYCK
cepil:
Takepa ®apma Cn. 3
0.0., MNonbLa;
BMPOOHULITBO
Hepo3dacoBaHol
NPOAYKLUT:
Apape
dapmacbioTikans,
IHk., CLLUA

CuwA/
Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHa 3asiBHMKa (B/1aCHMKa peecTpaLiiHoro
noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460). BBeeHHS1 3MiH NPOTAroM 6-Tu MicALiB
nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHst ab0 3MiHM 10 y3arasibHeHUX AaHux npo
cucTtemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvX Npo cuctemy
hapmakoHarnagy, 3MiHa ynoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34jCHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa
[ONA 3aiiCHEeHHsT hapMakoHarnsay B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0co6y,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA ddapmakoHarnsagy
(BKIHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHoi 0cobu
3asBHVIKa, BignoBigaibHOI 3a hapmakoHarnsg.
[itoua pepakuis: Sumit Munjal, MBBS FRSPH
MSc DLSHTM MRQA. MNponoHoBaHa pejakuis:
Dr. med. Dieter Wetzel (Physician), MBA. 3miHa
KOHTaKTHUX faHMX YMOBHOBaXEHOI ocobw,

3a peyenmom

UA/14641/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBiAaIbHOI 3a hapmakoHarnsg, s
YkpaiHi. [itova pegakuis: CamoHeHko MapuHa
BonogumupiBHa. MponoHoBaHa pefakLis:
Copokonetosa Anna bopucisHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0cobu
YMNOBHOBAaXEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOl
3a thapmakoHarnag B Ykpaini. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TIbHOCTI 3
hapmMakoHarnsagy. 3miHa MicLe3HaxoKeHHs
MacTep-cpaina cuctemm dhapmakoHarnsgy.

184.

MIOPUKC®

Kancysm
NPOIOHrOBaHoI Al
TBepai no 30 wmr; no 14
Karncyn y 6nicrepi; no
1 6nictepy y
KapTOHHI Kopo6Lyi

AciHo ®apma
Al

LLiBefiuapi
a

nepBerHHa Ta
BTOPUHHA YNaKoBKa,
[03BiN Ha BUMYCK
cepit:
Takepa ®apma Cn. 3
0.0., MonbLua;
BMPOGHMLITBO
Hepo3dhacoBaHOl
NPOAYKLi:
Apape
dapmacbioTikans,
IHK., CLLA

CLiAa/
MonbLa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHa 3asiBHMKa (B/1lacHUKa peecTpaviiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460). BBeeHHs1 3MiH NPOTAroM 6-Tu MicAuiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Woao0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs1 a60 3MiHM A0 y3arasibHEeHUX JAaHux Npo
cucTtemy thapmakoHarnsgy (sBefeHHs
y3arasibHeHUX AaHnx Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHVKa
[ONA 34jicHeHHs hapMakoHarnisay B YKpaiHi, AKLo
BOHa BiZiMiHHa Bif, yNOBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOT 0co6u
3asBHVKa, BignoBigaibHOI 3a hapMakoHarnsag.
[Oitoua pepakuin: Sumit Munjal, MBBS FRSPH
MSc DLSHTM MRQA. lNMponoHoBaHa pefakuis:
Dr. med. Dieter Wetzel (Physician), MBA. 3miHa
KOHTaKTHUX JaHnX yrNnoBHOBaXKEHOI ocobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0CO6M
3as1BHVIKa, BifnoBiganbLHOI 3a hapMakoHarnsg B
YkpaiHi. fitova pegakuis: CamoHeHko MapuHa
BonognmupisHa. MponoHoBaHa pefakLis:
CopokonetoBa Anna bopucisHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBigansHOT
3a (hapmakoHarnag, B Ykpaii. 3miHa micuga
3[jiACHEHHST OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs
MacTep-chaiina cuctemmn chapmakoHarisay.

3a peyernmom

UA/14641/01/02

185.

MIPANEKC®NA

TabneTkun,

BepiHrep

HimeyumnH

BepiHrep

HimeyunHa

BHECEHHS 3MiH A0 peecTpauiiHuxX maTtepiais:

3a peyenmom

UA/3432/02/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NpOJIOHroBaHoI fii, No IHrenbxainm a IHrenbxaiim ®apma 3MiHu |l TMny - oHoBNeHo MnaH ynpaBniHHSA
0,375 mr no 10 IHTEepHEeLUHN 'm6X i Ko. KI pu3sukamu, Bepcist 12.0. 3MiHM BHECEHI 0 YaCTUHU
Tabnetok y 6nictepi, 6X «Cneupdpikauisi 3 6e3nekn» Ta B3aEMOINOB'A3aHNX
no 3 6nictepu B YyacTuWH BigMoBigHO A0 npoeefeHoi PSUSA
KapTOHHI KopooLyi
186. | MIPAMEKC®IA | tabnetku, BepiHrep HimeuuunH BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/3432/02/02
NpPOJIOHroBaHoI fii, no IHrenbxainm a IHrenbxaiim ®apma 3MiHu |l Tyny - oHoBNEHO MnaH ynpaBniHHA
0,75 mr no 10 IHTEepHeLHN M6X i Ko. KI' pu3sukamu, Bepcis 12.0. 3MiHM BHECEHI [0 YaCTUHU
Tabnetok y 6nictepi, 6X «Cneuundikauis 3 6e3nekm» Ta B3aEMOMNOB'A3aHNX
no 3 6nictepu B YacCTUH BiANOBIAHO A0 NpoBeaeHol PSUSA
KapTOHHI Kopo6Lyi
187. | MIPANEKC®MNA | Ttabnetky, BepiHrep HimeuuunH BepiHrep HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/3432/02/03
NpoJIOHroBaHoI fii, no IHrenbxainm a IHrenbxaiim ®apma 3MiHu | TMny - oHoBNeHo MnaH ynpasniHHA
1,5 mr no 10 TabneTok IHTEpHELHN m6X i Ko. KI pu3sukamu, Bepcist 12.0. 3MiHM BHECEHI A0 YaCTUHU
y 6nictepi, no 3 M6X «Cneuudoikauisi 3 6e3nekm» Ta B3aEMOMNOB'A3aHNX
6nicTepy B KAPTOHHIl YyacTuWH BifnoBigHO A0 nposefeHoi PSUSA
KopoobUi
188. | MOMIKCOH cnpeii HasasTbHUiA, AT "Apavep, Monbwa dapmea, PpaHuis; PpaHuin/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/16749/01/01
cycneHsis, 50 dapma” Bupo6Huk Monbwa 3MiHn | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
MKr/go3y, no 10 r (60 BiANOBIgaNbHMIA 3a 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
0o3), no 16 r (120 BWMYCK Cepii, He iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
n0o3), no 18 r (140 no3) BK/IIOYa0UU KOHTPOJt0 SIKOCTi rOTOBOrO NlikapCbKoro 3acoby
cycnexsii y KOHTPO/1b: (3amiHa abo fofaBaHHS BUPOGHMKA, WO
nonieTuIeHoBOMy AT "Apawmeg, BiANOBIAaE 3a BBE3€EHHSA Ta/abo Bunyck cepii) - He
hNakoHi 3 f,03yUUM $apma”, MonbLua BK/1H0YAI0UN KOHTPO/Ib/BUNPOBYBaHHSA cepii -
Hacocom Ta [JopasaHHsa BupobHUka AT «Agames dapma»,
Ha3a/IbHUM MonbLa BiANOBIAa/IbHOMO 3a BUMYCK cepii . 3MiHK
annikatopom, ro 1 BHECEHI B IHCTPYKL,i0 AN MEAUYHOIO
h/1aKOHY Y KapTOHHIl 3actocyBaHHs /13 y p. "Bupo6HuK",
KOpoo6Li "MicLe3HaxomkeHHs1 BUpO6HMKa Ta ioro agpeca
MicUs NpOBaKEHHS AiSNIbHOCTI" 3 BIANOBIAHUMMU
3MiHaMK B TEKCTi MapkyBaHHs1 ynakoBok J13.
BBefeHHs1 3MiH NpoTArom 6-x MicsAUiB micns
3aTBEPAKEHHS.
189. | HA3IK® And cnpeii HasaslbHUiA, Kaccenna-meg | HimeyuuH Knoctepdppay HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: Be3 peyenma UA/9133/01/01
DITEN po3uunH no 10 mny v6X & Ko. KI a Bepnin 'm6X i Ko. 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa
thnakoHi; no 1 KIr BiAnoBiaHOCTI EBponeiicbkiit hapmakonei Ne R1-

hnakoHy pasom 3
Hacagkow Ans
pO3NuNEHHS Y
KapTOHHI kopobuj; no
10 mn y donakoHi, no 1
hnakoHy 3
chikcoBaHO0
Hacagkow Ans
po3nuEeHHS B
KapTOHHI Kopo6Lii

CEP 2006-233-Rev 02 ans fito4oi peyoBuHu
Dexpanthenol Big, BXe 3aTBepAXEHOro BUPOGHMKa
BASF SE, Germany
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
190. | HEBIBONON Tabnetku no 5 mr, no CaHpo3 CnoBeHis Nek C.A., Monbwa Monbwa/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/12448/01/01
CAHAO3® 10 TabneTok y dapmachbioTika (nepBuHHa Ta PymyHis/ 3MiHM | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
6nictepi; no 2, abo no n3 a.a. BTOPVHHA yNakoBkKa, HimeyuunHa/ yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
3, abo no 6, abo no 9 KOHTpO/b, A03BiM Ha | TypeuyumHa iHchopMmawii LWoA0 3a3HaYEHHS OAUHULb
6nicTepiB y KAPTOHHIl Bunyck cepii); C.K. BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH g0
Kopoo6Li CaHgos C.P.J1,, po3gainy “MapkysaHHa” MKA J13. 3anponoHoBaHo:
PymyHis (kOHTpOsb); MAPKVPOBKA. CornacHo yTBepXaeHHOMY TEKCTY
Cantotac dapma MapK1poBKU. TepMiH BBEAEHHSA 3MiH NPOTArom 6
'mM6X, HimeuyunHa MICALIB MiCNA 3aTBEPKEHHS
(nepBuHHa Ta
BTOPMHHA ynakoBka,
KOHTPO/b, A03BiN Ha
BUNYCK cepii);
CaHpos 'pyn
Carnuk YpyHnnepi
Inaknapi CaH. Be
Tik. A.C., TypeuumHa
(BpO6HMLTBO
Hepo3acoBaHoro
npoaykTty); CaHpo3
Inak CaHaii Be
Tikapet A.C.,
TypeuunHa
(BpO6GHMLTBO
Hepo3acoBaHoOro
NPOAYKTY, NEPBUHHA
Ta BTOPMHHA
yNaKoBKa, KOHTPO/Ib)
191. | HEBITEH3 Tabnetku no 5 mr, no MPO®APMA ManbTta AkTasic /174, ManbTta/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13347/01/01
10 TabneTok y IHTEepHeLwHN MasibTa; Bonrapis 3MiHM | TUny - 3mMiHa agpecu BUpo6HuKa Ad|
6nicTepi; no 3 TpehguHr BankaHdapma - He6iBonony rigpoxnopuay Hetero Drugs Limited,
6nicTepy B KAPTOHHIl NimiTen OynHuus AL, IHAis, 6e3 3MiHM Micus BUPOOHULITBA.
Kopoo6Li Bonrapis 3anponoHosaHo: (UNIT-1) Survey. Nos. 213, 214
and 255, Bonthapally Village, Gummadidala
Mandal, Sangareddy District, 502 313, Telangana,
India
192. | HEKCETUH Kancynu HOBEN INAY TypeyunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/16830/01/01
KMLLIKOBOPO3UUHHI CAHAI BE a CAHAI BE 3MiHV | TUNY - BHECEHHS 3MiH A0 po3ainy
TBEpAi, no 20 mr no 14 TIOKAPET TIOXKAPET A.LL., “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
Kancyn y énicrepi; no A.LL. TypeuunHa (NoBHWIA MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY

2 6nictepu B
KapPTOHHI ynakoBLii

LKA BUPOBHMLTBA,
BiANOBIAa/IbHWI 32
BUNyCK cepil); Ynkap
Kimis CaHai Be
TigxapeT A.LL.,
TypeyunHa
(BpO6HMLTBO

MapKyBaHHs. OHOBMIEHHS TEKCTY MapKyBaHHS
YNaKoBKM JTiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WwoA0 3a3HaYeHHS OAUHULb
BUMIiptOBaHHA y cuctemi Sl. BeefeHHs 3MiH
NPOTSArom 6-Ty MiCAILB MiCNsi 3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NPOMIKHOrO
npoAaykTy: nenet
[OYNOKCETUHY)
193. | HEKCETUH Kancynu HOBEN INAY TypeuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyernmom UA/16830/01/02
KMLLIKOBOPO3UMHHI CAHAI BE a CAHAI BE 3MiHM | TUMNY - BHECEHHS 3MiH 0 Po3ainy
TBepai, no 40 mr no 14 TIIKAPET TIIKAPET A.LL., “MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
Kancyn y 6nicrepi; no A.LL. TypeuunHa (NoBHWIA MAPKYBAHHS#A 3rigHo 3aTBEpAXeHOro TekcTy
2 6nictepn B LMK BUPOBHULTBA, MapkyBaHHS. OHOBMIEHHS TEKCTY MapKyBaHHSA
KapTOHHI ynakoBLi BiANOBigaIbHUI 3a YMakoBKM NiKaPCbKOro 3ac0by 3 BHECEHHAM
BMNYyCK cepil); Ykap iHhopmauii Wwoao 3a3HavYeHHs OAUHULb
Kimisi CaHai Be BUMIPIOBaHHSA y cuctemi Sl. BBeeHHSA 3MiH
TigpkapeT A.LL., NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS
TypeuunHa
(BUPOGHULTBO
NPOMIKHOro
npoAykTy: nenet
[OYNOKCETUHY)
194. | HENAAEKC Kpansi O4Hi/BYLLHI, YOPN4 Benvka E. I. M. 1. Ko. €rmnet BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a peyenmom UA/11179/01/01
cycrneHsis no 5 mny MEAOMUWH BpuTaHis 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobm
dhnakoHax- OPTA/IbMIKC 3asBHWKA, BIANOBIAA/ILHOI 3a thapMakoHarnsg,
KpanesbHMusAx Ne 1 B NIMITEL Teogopy €nizaeet / Theodorou Elissavet.
KapTOHHI Kopo6Lyi MponoHoBaHa pepakuin: Casiwesa Jlapuca /
Savishcheva Larisa. 3mMiHa KOHTakTHUX AaHnx
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOT 3a
dhapmakoHarnsag,. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0CO6M
3as1BHMKA, BiAMNOBIAA/IbHOT 32 hapmakoHarnsg B
YkpaiHi. 3MiHa MicLs 3AiACHEHHS1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa
MicLLe3HaxomKeHHs1 MacTep-chaina
195. | HEO-AHIH® NbOASAHUKM, N0 8 [nsacapma HimeuuunH [Ounsadhapma M'M6X, HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/7673/01/01
BE3 LLYKPY NbOAAHUKIB Y 6nicTepi; M6X a HimeuunHa,; 3MiHW | TUMY - OHOBNEHHA TEKCTY MapKyBaHHS
no 2 6nictepu B Knoctepdpay YMakKoBKU /iKaPCbKOro 3ac0by 3 BHECEHHAM
KapTOHHI kopobuj; no BepniH TM6X, iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
12 nbogsaHuKiB y HimeuunHa BVMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH
6nicTepi; no 2 abo no NpoTArom 3-x MiCALIB MIiC/1A 3aTBEPKEHHS
4 6nictepu B
KapTOHHi Kopobui
196. | HEOMILUVHY nopoLwok (cybcTaHuisi) | ToBapucTso 3 YkpaiHa IYAH CAHbCH Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: - UA/16217/01/01
CYNb®AT y NOTPIAHNX 06MeXeHo PAPMACBIOTIKAN 3MiHu | TNy - 3MiHK 3 skocTi. CepTudikat
nonieTuneHoBmxX BiANOBIAa/TbHI KO., NTA. BignosigHocTi/lE-cepTudikar BignosigHOCTI
naketax gns cTio €Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
hapmaLeBTUYHOIO "bapmaueBTu HOBOro abo OHOB/IEHOro cepTudpikata
3aCTOCyBaHHA YyHa KoMnaHis BiANOBIAHOCTI ab0 BUNyYeHHN cepTudikara
"3popos'a” BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomikHOro NPOAyKTy, Lo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI AdDl; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignoBigHOCTI
€poneiicbkin thapmakonei) - OHOBNEHWI
cepTudikaT Bif, y)xe 3aTBepAKeHOro BUPO6HUKaA -
MopaHHA OHOBNEHOrO cepTudiKaTy BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2011-029-
Rev 01 Big 3aTBEpaAXeHOro BUpobHuka Ad|
HeowmiuuHy cynbhaTy Bupo6HuLTBa Yichang
Sanxia Pharmaceutical Co., Ltd., Kutai
(3aTBEpAXEHMIA cepTUdiiKaT BiAMOBIAHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2011-029-
Rev 00). NprBeaeHHs Ha3BM BUPOOHUKA A0
oHoeneHoro CEP, a meToAvKy BU3HAYeHHS
nokasHuka «BTpaTa B Maci Npu BUCYLLYBaHHI» [0
akTyasibHOi MoHorpadii €sp.®Papm. 0197 Ha
Neomycin Sulfate
197. | HIBOPAN® wamnyHb, 20 mr/r no MakHin AHrnis AHcceH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/2753/02/01
25 mn abo no 60 mny Mpopakrc PapmaLesTuka HB 3MiHW | TUMY - BHECEHHS 3MiH [0 pOo34iny
nnawyi; no 1 nnawui 8 Nimiten «MapkyBaHHs» MKA J13: 3anponoHoBaHo: Po3gin
KapTOHHI KopooLyi MapkyBaHHS. 3riHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS1. 3MiHN BHECEHI B TEKCT MapKyBaHHS
YNaKoBKM MliKapCbKOro 3acoby 00 3a3Ha4YeHHs
MDKHapOAHWX NO3HAYEHb OAMHNLb BUMIPIOBAHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS
198. | HI3BOPAN® KpeM, 20 mr/rno 151y MakHin AHrnis AHcceH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/9849/01/01
Ty6i; no 1 Ty6i B Mpopaktc dapmaneBTuka HB 3MiHM | TUMY - OHOB/IEHHSA cepTudikarty
KapTOHHI ynakoBLi Nimiten BiANoBiaHOCTI EBponelicbkiit hapmakonei Ne R2-
CEP 1995-009-Rev 03 ans gjto4oi pevyoBuHu
KETOKOHa30/1y Bifi BXe 3aTBEPAKEHOro BUPOOH/Ka
(Janssen Pharmaceutica NV, benbrisi), y 3B'A3ky 3
OHOBJ/IEHHAM po3finy 3.2.S.6
199. | HIMIA® Tabnetkv no 100 wmr, TOB YkpaiHa KYCYM XENTXKEP IHpis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/7649/02/01
no 10 TabneTtok y "'nepdapm MBT NTA, IHAais; YkpaiHa 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
6nicTepi, no 1 nta TOB "KYCYM YMakoBKM NiKAPCbKOro 3ac00y 3 BHECEHHAM
6nicTepy B KAPTOHHIi ®APM", YkpaiHa iHchopmawii LWoA0 3a3HaYEHHS OAUHULb
ynakosui; no 10 BUMIpPIOBaHHSA Y cucteMi Sl. B HeceHHs 3MiH 40
Tabnetok y 6nictepi, po3sginy “MapkysaHHa” MKA /13: 3anponoHoBaHo:
no 1 6nictepy B MAPKYBAHHSA. BignosigHo 40 3aTBEPIXEHOr0
KapTOHHIlA ynakoBsLyj, TEKCTy MapKyBaHHA. BBefjleHHSA 3MiH NpoTAroM 6-x
no 10 ynakoBoK y MiCALIB MiCNA 3aTBEPLKEHHSA
KapTOHHI kopo6ui -
0151 BUPOOHMKA
KYCYM XENTXKEP
MBT NTA, IHgis; no 10
TabneTtok y 6nicrepi,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
no 1 6nictepy B
KapTOHHI ynakoBL;
no 10 TabneTtok y
6nicTepi, no 10
6nicTepiB y KAPTOHHIl
Kopob6ui - Ans
BMpoGHKKa TOB
"KYCYM ®APM"
YKpaiHa
200. | HITPOINILEPWU | KoHueHTpaT ans ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyernmom UA/5412/01/01
H PO34UnHY ANst iHQY3il, 06MeXeHo 06MeXeHo 3MiHU | TUNY - BHECEHHSA 3MiH A0 PO34iny «YMOBU
10 mr/mn; no 2 mn B BiANOBIAa/TbHI BiANOBIAALHICTIO 36epiraHHs»; 3anponoHoBaHo: YMOBU
amnyni, no 10 amnyn y CTH0 "[locnigHwii 3aBog, 3BEPITAHHSA 36epiratv B opuriHasibHili ynakoBLi
nauii; no 2 mn B "[ocnigHwnia "THUNC", YkpaiHa npu TemnepaTtypi He BuLe 25 °C, nogani Big
amnyni, no 10 amnyn y 3aBoj, (KOHTPO/Ib SIKOCTI, BOrHI0. BBegeHHS 3MiH NpoTsrom 3-x micsAuiB nicns
6nicTepi, no 1 "rHUnNC" BUMNYCK cepii); 3aTBepKEHHS
6nictepy B nauyui; no 5 ToBapucTBo 3
M B amnyni, no 5 0bMexeHor
amnyn y 6nictepi, no 1 BiANOBIAA/IbHICTIO
6nictepy B navui "papmMaueBTNYHA
KOMnaHis
"3p0poB'a”, YkpaiHa
(Bci cTagji
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BMNYyCK cepii)
201. | HI®PYPOKCA3WU | TabneTkun, BKpUTI NAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a peyenmom UA/1370/01/01
A NNiBKOBOKO "KuiBmegnpen "Knismegnpenapar” 3MiHK | TUNY - BBEAEHHA A04aTKOBOro po3Mipy
060/10HKO10, N0 200 Mr apat” cepii N3 - 227,26 kr, wo ctaHoBUTL 488 888
no 10 TabneTtok y TabneTok (3 4oNyCTMUM BigXUneHHsM Big, 206,6
6nicTepi, no 1 abo 2 Kr 0o 247,92 kr abo 444 444 Tabnetok fo 533 333
6nicTepu B nauui TabneTok); 3anponoHosaHo: 103,3 kr, L0
CTaHOBUTb 222 222 Tab1eTokK (3 4ONYyCTUMUM
BiAXmMNeHHaM Big 92,97 kr fo 113,63 kr a6o 200
000 Tabnetok [0 244 444 TabneTok); 227,26 Kr,
L0 CTaHOBUTL 488 888 TabneTok (3 4onyCcTUMUM
BiaXvMneHHaM Big 206,6 kr fo 247,92 kr abo 444
444 Tabnetok Ao 533 333 TabneTok)
202. | HOBOENT NMOPOLLIOK A1 PO3UNHY A/T HoBo [Janis A/T Hoso Hopagick, [Oanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/16751/01/04
0N iH ekyin no 1500 Hopgaick [aHis HimeyunHa 3MiHK | TUNY - 3MiHA KOHTaKTHUX OaHUX KOHTaKTHOI
MO, no 1 cpnakoHy 3 (BignoBifasnibHWiA 3a 0Cc06M YyNOBHOBaXKEHOI 0CO6M 3asiBHUKA,
MOPOLLKOM Y BUMYCK cepil BiANOBIAA/IbHOI 3a 34iiCHEHHS dapmakoHarnsgy B
KOMMNNEKTI 3 roToBOro YkpaiHi

po3unHHuKoMm (0,9%
PO34MH HaTpIlo
xnopugy) no 4 mny
nonepeaHL0

nNiKapcbkoro
3acoby); A/T Hoso
Hopgaick, JaHis
(KOHTPO/Ib AKOCTI
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HanoBHEHOMY LUMNPUL,
LUITOKOM MOPLUHA Ta
nepexigHnkom ans
dhnakoHa B
iHAMBIOYanbHii
YNaKoBLji B KAPTOHHIN
Kopoo6Li

roToBOro
niKapcbkoro
3acoby); A/T Hoso
Hopgick, aHis
(MapkyBaHHA Ta
BTOPWHHE
nakyBaHHS roToBOro
nikapcbKoro 3acooby,
[0AaBaHHA LWKasn
[0 wnpuua ans
BBeAeHHS); AIT
Hoso Hopgaick,
[aHis
(npuroTyBaHHs,
po3/vB Y NepBUHHE
nakyBaHHs,
niocpinizauin Ta
nepe.ipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b SIKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roToBOro
niKkapcbKoro 3acooby,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs! TOTOBOrO
nikapcbKoro 3acooby,
[ofaBaHHSA LLKamn
[0 wnpuua ans
BBe/leHHs); BeTTtep
dapma-depTiryHr
v6X i Ko. KT,
HimeyunHa
(BUPOGHULTBO
PO34MHHYMKa
(npuroTyBaHHs,
po351B, NepeBipka,
KOMMeKTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3dacoBaHoro
NPOAYKTY))

203.

HOBOEWUT

NMOPOLLOK A/151 PO34KHY
AN3 iH ekyin no 2000
MO, no 1 dpnaxoHy 3
NMOPOLLKOM Y
KOMMJIEKTI 3

A/T Hoso
Hopgaick

[JaHis

A/T Hoso Hopgick,
[aHis
(BignoBigansHwii 3a
BMNyCK cepii
roToBOro

[Oanis/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMY - 3MiHA KOHTaKTHWUX AaHNX KOHTaKTHOT
0Cco6Y YNOBHOBaXEHOT 0CO6YM 3asBHMKA,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy B

3a peyenmom

UA/16751/01/05
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

po3uunHHuKoMm (0,9%
PO34MH HATpIO
xnopvgy) no 4 mny
nonepeaHLo
HanoBHEHOMY LUNPUL,
LUTOKOM MOPLUHSA Ta
nepexifgH1Kom ans
hnakoHa B
iHAMBIAYyanbHin
yNaKoBLji B KAPTOHHIl
KopoobLi

nikapcbkoro
3aco6y); A/T Hoso
Hopaick, JaHis
(KOHTpONb AKOCTI
roToBOro
NiKapcbKoro
3acoby); A/T Hoso
Hopgaick, JaHis
(mapkyBaHHs Ta
BTOPWHHE
nakyBaHHS roTOBOro
niKkapcbKoro 3acooby,
JofaBaHHSA LLKasn
[0 wnpuua ans
BBefeHHs); AIT
HoBo Hopagaick,
[aHis
(npuroTyBaHHs,
pO3/MMB Y NEepBUHHE
nakyBaHHs,
nioghinizauis Ta
nepesipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roToBOro
nikapcbKoro 3acooby,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS roToBOro
nikapcbKoro 3acooby,
[0AaBaHHA LWKasn
[0 wnpuua ans
BBe/leHHs); BeTTep
dapma-depTiryHr
m6X i Ko. KT,
HimeuunHa
(BpO6HMLTBO
PO34MHHYMKa
(npuroTyBaHHs,
po3nuB, Nepesipka,
KOMMeKTauis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3acoBaHoOro
NpoAyKTY))

YKkpaiHi

204.

HOBOEWUT

NOPOLLOK A/151 PO34UHY

A/T HoBo

[JaHis

A/T HoBo Hopgick,

[Janis/

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepiasis:

3a peyenmom

UA/16751/01/06
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
ons iH ekyii no 3000 Hopgick [aHis HimeuunHa 3MiHM | TUMY - 3MiHA KOHTaKTHWX AAHNX KOHTaKTHOT
MO, no 1 cpnakoHy 3 (BignoBifanbHuii 3a 0Co6M YNOBHOBaXKEHOI 0CO6Y 3asiBHUKA,
NOPOLLIKOM Y BUMYCK cepil BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy B
KOMMJIEKTI 3 roTOBOro YKpaiHi

po34nHHKKOM (0,9%
PO34uH HaTpIt0
xnopvgy) no 4 mny
nonepeaHLo
HanoBHEHOMY LUMPWLj,
LUITOKOM MOPLUHA Ta
nepexigHnKom ans
chnakoHa B
iHAMBIAYanbHin
yNakoBLi B KAPTOHHiIl
Kopoo6Li

niKapcbkoro
3aco6by); A/T Hoso
Hopgick, aHis
(KOHTPO/b AKOCTI
roToBOro
nikapcbkoro
3aco6y); A/T Hoso
Hopaick, JaHis
(mapkyBaHHS Ta
BTOPWHHE
nakyBaHHs! TOTOBOrO
nikapcbKoro 3acooby,
[ofaBaHHSA LLKamn
[0 wnpuua ans
BBEeAEHHS); AIT
Hoso Hopgick,
[aHis
(npuroTyBaHHs,
pO3NMB Y NepBUHHE
nakyBaHHs1,
niogpinizauis Ta
nepes.ipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/b SIKOCTI
(mikpob6ionoriyHi
BMNPOGYBaHHS)
roToBOro
nikapcbKoro 3acooby,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS roTOBOro
niKkapcbKoro 3acooby,
JofaBaHHSA LLKasn
[0 wnpuua ans
BBeAEHHS); BeTTep
dapma-depTiryHr
v6X i Ko. KT,
HimeuunHa
(BMpPOGHMLTBO
PO34MHHYMKa
(npuroTyBaHHs,
po3/51B, Nepes.ipka,
KOMMeKTauis,
MapKyBaHHS Ta
nakyBaHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynaKosKa) nocsioYeHHs
Hepo3acoBaHoro
NpoAyKTy))
205. | HOBOMIKC® cycneHsia gns A/T HoBo [Oanis BupobHuk [Lanisa/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyernmom UA/4862/01/01
30 iH'ekuii, 100 O4/mn no Hopgaick Hepo3dacoBaHOro ®paHuia/ 3MiHK | TUNY - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs
®JIEKCMNEH® 3 My KapTpuaxi, NpOAYKTY, Bpasunis BMPOBHUYOT AiNbHULI (BKNKOYAKOUN AiNbHULI ANS

BK/1aleHOMY B
6araTo030Bili
ofHopas3osilt Wwnpu-
pyuui; no 1 a6o 5
LUNPUL-PYYOK Y
KapTOHHI Kopo6Lyi

HarnoBHEHHS B
MeHin®, nepBnHHa
ynakoBka, KOHTPO/b

AKOCTi Ta
BiANOBiAA/IbHWIA 3a

BUWMYCK Cepiii
KIHL,EBOro NPoAyKTY:
A/T Hoso Hopgick,

[aHis;
Bupo6HWK npoayKui
3a NOBHUM LVIK/TOM:

HoBo Hoppick
MpoatokeboH CAC,

PpaHuis;
MapkyBaHHs Ta
yMakoBKM
®nekclleH®,
BTOPVHHOIO
nakyBaHHs:

A/T Hoso Hopgick,
[aHis;
Brpo6Huk ans
36MpaHHs,
MapKyBaHHS Ta
yMakoBKM
®nekclleH®,
BTOPVHHOIO
nakyBaHHs:

A/T Hoso Hopgick,
[aHis;
Brpo6HMK
Hepo3dhacoBaHo|
nNpoAYyKLUiT,
HarnoBHEHHS B
MeHin®, nepBnHHa
ynakoBka Ta
36MpaHHs,
MapKyBaHHA Ta
ynakoBka
dnekclleH®,
BTOPWHHE
nakyBaHHs:
Hoso Hopgick

A®I, npomiXHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHNL AN NPOBEAEHHS
nakyBaHHs1, BUPO6HYKa, Bi4NOBIganLHOro 3a
BMNYCK Cepiii, MicLie NPOBEAEHHS KOHTPOIIO Cepir)
abo noctavanbHUKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMNOMIKHOI peHOBUHM (AKLLO
3a3HaYeHo y A0CLE). BunyyeHHs BUPOGHUYOT
doyHKLUiT "BMpO6HUK ans 36upaHHs” ans
Bupo6HuKa A/T Hoso Hopgick, Xannac Anne, K-
4400 KanyHgbopr, daHis (Novo Nordisk A/S,
Hallas Alle, DK-4400 Kalundborg, Denmark).
HacTynHi BUpo6HMYi oyHKLT 3anmwaoTbes y
BYLLie3a3HaYeHOro BUpobHMKa: MapKyBaHHs Ta
ynakoBkn ®nekcleH®, BTOPMHHOTO NaKyBaHHS.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk KpaiHa

BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Mpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis

206.

HOBOPAMNIA®
®NNEKCMNEH®

PO3YUH NSt iH EKLA,
100 Of4/mn no 3 mny
KapTpuaxi; no 1
KapTpuaxy y
6araToo30Bili
0/iHOPa30Bil WNpuL-
pyuui; no 1 aéo 5
LUNPUL-PYYOK Y
KapTOHHI Kopo6Lyi

A/T Hoso
Hopgaick

[JaHis

BUPOBHMK
Hepo3dacoBaHoro
NPOAYKTY,
HanoBHEHHS B
MeHdin®, nepBuHHa
ynaKkoBKa, KOHTPO/1b
SAKOCTI Ta
BiANOBigaIbHUI 3a
BWMYCK Cepiii
KIHLLeBOro NpoAyKTy:
A/T Hoso Hopgick,
JaHis;
Bupo6HWK npoaykuii
3a NOBHUM LMK/IOM:
Hoso Hopgick
MpoatokcboH CAC,
®paHuis;
MapkyBaHHs Ta
yNaKkoBKm
dnekclleH®,
BTOPVHHOIO
nakyBaHHs:

A/T Hoso Hopgick,
[aHis;
Brpo6Huk ans
36MpaHHs,
MapKyBaHHA Ta
yNaKkoBKm
®nekclleH®,
BTOPVHHOIO
nakyBaHHs:

A/T Hoso Hopgick,
JaHis;
Bupo6bHuk
Hepo3dacoBaHol
NPOAYKLUiT, NepBUHHA
Ta BTOPMHHA
ynakoBka:
Hoso Hopgick
Mpoaykao
dapmaceyTika fo
Bpasinb NiTpa.,
Bpasunis

[Oanis/
PpaHuin/
Bpasunis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHW | TUNY - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIKOYAKUN AiNbHAL ANS
A®|, NpoMiXHOro NpoAykTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNLi AN NPOBEeAEHHS
nakyBaHHS, BUPOGHUKA, BigNOBIAAIbHOMO 3a
BMNYCK Cepiii, MicLie NPOBEAEHHS KOHTPOJIO cepil)
abo noctavasibHUKa BUXIAHOrO MaTepiasny,
peareHTy abo AONOMiXXHOT PEYOBUHM (SKLLO
3a3HaYeHo y A0CbE). BunyyeHHs HacTynHol
BMPOGHMYOI doyHKLi: "BUPOGHMK Ans 36upaHHsa"
nns BupobHuka A/T Hoeo Hopgick, Xannac Anne,
[K-4400 KanyHg6opr, AaHis (Novo Nordisk A/S,
Hallas Alle, DK-4400 Kalundborg, Denmark).

3a peyenmom

UA/4863/01/01

207.

HONINPEN®

TabNeTKn, BKPUTI

ne

PpaHujs

JlabopaTopii Ceps'e PpaHuisn/

BHECEHHS 3MiH A0 peecTpauiiHuxX maTtepiais:

3a peyenmom

UA/5650/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
APTIHIH nniBKOBOIO NABOPATYA IHpacTpi, PpaHuis; IpnaHgjs 3MiHM | TUMy - 3MiHW BHECEHO [0 IHCTPYKUIii Ans
DOPTE 060/10HKOI0; Mo 14 P CEPB'E€ Ceps'e (IpnaHgis) MeANYHOro 3acToCyBaHHA NiKapcbKoro 3acoby o
Tabnetok y IHpacTpic 14, po3giny "Mo6iuHi peakwii" (BHeceHo NobiuHy
KOHTeliHepi; no 1 Ipnangis peakujto dpeHoMeH PeiiHo) BignosigHo o
KOHTEeWHepy y kopobLi pekomeHpauii PRAC. BBefeHHS 3MiH NpOTArom 6-
3 KapToHy; no 30 TV MicsLiB NicNs 3aTBEPAKEHHS;
Tabnetok y 3MiHM | TUMy - 3MiHW BHECEHO [0 IHCTPYKUIii Ans
KOHTelHepi; no 1 abo MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
3 KOHTeHepn y po3giiB "Oco6MBOCTi 3acTocyBaHHS" Ta "lMobiyHi
KOpOO6Lji 3 KapTOHY peakuii* (BHeceHo iHhopMaLlito MPo XopoiAanbHWiA
BUNIT Ta 6e3neKy 3aCTOCyBaHHA 4OMOMDKHUX
peyoBuH) BigNOBIgHO A0 pekomeHaauili PRAC Ta
Marepianis peecTpaujiiiHoro Aocbe. BBeaeHHS 3MiH
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPIKEHHS
208. | HOPrAnAKcC renb pektanbHuii, 0,12 HOPXWH ®paHuis HopxuH ®apma ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/2723/01/01
r/10rno10ry CAC 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobu
0[1HO4,030BOMY 3asBHUKA, BiAMOBIAaNbHOI 3a hapMakoHarnsag,
KOHTeliHepi (Ty6i- MponoHoBaHa pepakuis: Edel Behan / Egen
KaHtoni); no 6 Ty6- BexaH. 3MiHa KOHTakTHUX AaHuX YNOBHOBaXEHOT
KaH/b Y KapTOHHIl ocobwu, BignoBiganbHoi 3a hapMakoHarnag,. 3miHa
Kopoo6Li KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0CO6M
3asBHVIKA, BifNOBiganbHOI 3a hapMakoHarnsag B
YkpaiHi. NponoHoBaHa pegakuis: CimoHoB MaBno
BagumoBuny. 3miHa KOHTaKTHUX JaHUX KOHTaKTHOT
0Cco6Y YNOBHOBaXEHOT 0CO6YM 3asBHMKA,
BiANOBIAANLHOT 32 hapmakoHarnsg B Ykpaii.
3MiHa Micus 34jiACHEHHST OCHOBHOT AiS/IbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs
macTep-haiina cuctemu dpapmakoHarnsgy
209. | HYTPUDIEKC emMy/bCist 45 iHQY3ii; B. BpayH HimeuumnH B. BpayH HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a peyenmom UA/13297/01/01
nina no 625 mn (250 mn Menb3yHreH a Menb3yHreH Arl, 3MiHK | TUNY - OHOBJIEHHA po3gainy 3.4.1
CMNELJANBHNIA | posunHy Al HimeuunHa «[MnporeHbl TecT Ha OTCYCTBME NUPOreHoB
amiHokucnoT+ 125 mn (BMPOGHMLTBO, cornacHo EP» gnst kamepu Cymilli po3unHIB i3
XMPOBOI eMy/bCil + nepBuHHa Ta TPbOX KaMep Ha MnokasHuK «bakTepiabHi
250 Mn1 po3unHy BTOPUHHA YNakoBKa, €HZI0TOKCUHM», BKOYa0U/ OHOB/IEHHA METOAMKN
T/IH0KO3M) B MiLLIKax Bunyck cepii); b. 0151 BU3HaueHHs. MponoHoBaHa pegakuis: Ne
N1acTUKoBMUX BpayH Menb3yHreH Moka3HuK Bumorn Metoau KOHTposto [N BUnycky
TpukamepHux; rno 1 A, HimeuunHa [na TepmiHy npuaatHocTi 3.4 CyMilll pO3YuMHIB i3
MILLKY Y 3aXMCHOMY (koHTPO/b cepii) Tpbox kamep 3.4.1 BakTepiasibHi eHAOTOKCUHN <
NAacTUKOBOMY MiLLIKY; 2,5 MO/mn = 2,5 MO/mn n. 3.4.1 MK4A, Ph. Eur
no 5 MiLLKIB KapTOHHIl 2.6.14 LAL test MeTog A; 3miHu | Tuny - 3MiHa y
Kopob6ui; no 1250 mn mMeToAax BMNpobyBaHHs /13 3a NokasHWKOM
(500 mn po3unHy «BbakTepiasibHi eHO0TOKCMHW», a came [0AaHo
amiHokucnoT+ 250 mn [0[aTKoBUIA MeToA KOHTpOsio —meTog .
XXMPOBOI emMynbCii + MponoHoBaHa pepgakuyis: Ne MNokasHuk Bumorun
500 M1 po3ymHYy MeToan KoHTponto [ns sunycky [ina TepmiHy
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
T/1I0KO31) B MilLKax npugatHocTi 3.4 CyMill pO34MHIB i3 TPbOX Kamep
NNacTUKOBUX 3.4.1 bakTepianbHi eHAOTOKCUHM < 2,5 MO/Mn <
TpUkamepHux; no 1 2,5 MO/mn n. 3.4.1 MK4A, Ph. Eur 2.6.14 LAL test
MiLLKY Y 3aXMCHOMY MeToa A abo meTog [l. BBeAEHHS 3MiH MPOTATrOM
NAacTUKOBOMY MiLLIKY; 3-x micAUiB nicnsA 3aTBepKeHHS; 3MiHu || Tuny -
no 5 MILLKIB KAPTOHHiIl 36iNbLUEHHS NIMITY ANs cneyumdikadii y po3gini
Kopob6ui; no 1875 mn 3.3.4 «OCMONANbLHICTb» /18 BUMYCKA, Y Kamepi
(750 mn po3ymHy CyMiLLi i3 TPbOX PO34MHIB. MponoHoBaHa pejakuis
amiHokucnoT+ 375 mn Ne Moka3Huk TpebosaHua MeToabl koHTponsa 3.4.4
XXUPOBOT eMybCil + OcmonanbHicTb HomiHan: 2115 mOcmonb/kr;
750 M1 PO3UYUHY Mexi: 2010-2220 mOcmonb/kr n.3.4.4 MKK, Ph.
T/110KO31) B MiLLKax Eur 2.2.35. BBefieHHs 3MiH NpoTAaroM 3-X micsiuis
NI1acTUKOBUX nicnsa 3aTBepaKeHHs
TpukamepHux; no 1
MILLKY Y 3aXMCHOMY
N1acTUKOBOMY MILLIKY;
no 5 MiLLKIB KapTOHHIl
Kopoo6Li
210. | OKCUNITEH TabneTku, BKpUTI paHg LBeiuapia | AHdapm Ennac C.A. Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyernmom UA/13219/02/01
nniBKOBOKO Megwukan 'pyn 3MiHM | TUNY - BHECEHHS 3MiH A0 p. «MapKyBaHHs»
060/10HKOI0, N0 20 Mr; Al MK$ N13; 3anponoHoBaHo: MapkyBaHHS. 3rigHo
no 10 Tabnetok y 3aTBEPAKEHOI0 TeKTy MapKyBaHHS. OHOB/IEHHSA
6nictepi; no 1 TEKCTY MapKyBaHHS yNakoBKW MikapCbKoro 3acoby
6nicTepy B KAPTOHHIi 3 BHECEHHSM iHthopMmawii LWoAo 3a3HaveHHs
nayui OOMHVLB BUMIPIOBaHHA Y cucTemi Sl. BBegeHHs
3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAKEHHS
211. | OKCUNITEH niocpinizat gns paHg Lseliyapis | AHdapm Ennac C.A. Ipeuis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a peyenmom UA/13219/01/01
PO34YUHY NS iH'EKLI Megauvkan 'pyn 3MiHM | TUNY - BHECEHHS 3MiH A0 p. «MapKyBaHH:»
no 20 wr; 1 chnakoH 3 Al MK®A 13; 3anponoHoBaHo: MapkyBaHHs. 3rigHo
niocpinizatom Ta 3aTBEPAKEHOro TeKTY MapKyBaHHSI.
PO34MHHYKK (BoAa ANns OHOB/IEHHSI TEKCTY MapKyBaHHS ynakoBKW
iH eKLjil) no 2 mn B nNikapcbKoro 3acoby 3 BHECEHHAM iHchopmaLi
amnyni Nely LLIOZ0 3a3HaYEeHHS OAMHMLb BUMIPIOBAHHA Y
KapTOHHIN nayui cuctemi Sl. BBefieHHA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepmkeHHs
212. | OKCUMPOrEC PO34MH ANS iH'EKR TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/3616/01/01
TEPOHY oniiHuiA, 12,5%; no 1 "BIODAPMA" "BIO®APMA" 3MiHM | TUNY - BHECEHHS 3MiH [0 po3ainy
KAMPOHAT M/ B amnyni; no 5 “MapkyBaHHa" MKA J13: 3anponoHoBaHo:
amnyn y 6nictepi; no 2 MAPKYBAHHSA. BignosigHo 40 3aTBEPIXEHOr0
6nicTepu B nayuj 3 TEeKCTY MapKyBaHHS. 3MiHW BHECEHi B TEKCT
KapTOHY MapKyBaHHS YNakoBKM NiKkapcbKoro 3acoby oo
3a3HayYeHHs1 MDXKHapOAHWX NMO3HAYeHb OAVHNLb
BUMIpIOBaHHA. BBELEHHSA 3MiH MPOTAroM 3-0x
MicAUIB MicNs 3aTBePKEHHSA
213. | OKCUTOLUUH PO34uH ANS iH'eKUiiA, 5 TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a peyenmom UA/1888/01/01
MO/mn; no 1 mn B "BIODPAPMA" "BIO®APMA" 3MiHM | TUNY - BHECEHHSA 3MiH 0 pO3Aiay
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
amnyni; no 5 amnyn 'y “MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
6nictepi; no 1 a6o 2 MAPKYBAHHA. BignosigHO A0 3aTBEPKEHOIO
6nicTepu y nauui 3 TEKCTYy MapKyBaHHs. OHOB/IEHHS TEKCTY
KapTOHY MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHdhopMaLii LWoA0 3a3HAYEHHS
OAVHVLb BUMIPIOBaHHSA Y cnctemi Sl. BeegeHHs
3MiH NPOTAroM 3-0X MICALIB MiCNSA 3aTBEPAKEHHS
214. | onid HACIHHA | onis, no 50 mn a6o no AT Ykpaina AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/7818/01/01
FAPBY3A 100 mn y donakoHi; no "Ny6Hnchapm" 3MiHU | TUMY - BHECEHHS 3MiH 40 PO34iny «YMOBM
1 conakoHy B nayu, 3 36epiraHHs»; 3anponoHosaHo: YMOBU
KapTOHY 3BEPITAHHA 36epiratv B opuriHasibHili ynakosLi
npu Temneparypi He Buwe 25 °C. 3MiHW BHECEHI B
po3ain "YMoBu 36epiraHHsA" B iHCTPYKLit0 Ans
MeAMYHOro 3aCTOCYBaHHS NikapCcbKoro 3acoby, sk
HacnifokK - BiANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS
yNakoBKM likapcbKoro 3acoby. BeefeHHsA 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS
215. | OPANTEK cnpeii cybninrsansHuii | IHMYHOTEK, IcnaHis IHMYHOTEK, C./1. Icnanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a peyenmom UA/17857/01/01
(MOHOAEPTE | 30000 TO; no 9 mny C.J. 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii
H) dnakoHi, no 2 3aci6. 3MiHN Yy BUPOOGHMLTBI (iHLWi 3MiHN).
(h1aKoHM 3 HacaaKo YTOuUHEeHHs doyHKuili BUpobHuka IHMYHOTEK,
3 NOBOPOTHUM C.J1. B peecTpaviiiHomy nocBigueHHi, MKA Ta
HOCUKOM, LLIO Ha3BW KpaiH1 BUPOGHMKa aHrNilicbKo MOBOK B
obnagHaHa peecTpauiiiHOMy NOCBigYEHHI.
BOy0BaHUM
posnunoBayem B
Kopo6bUi
216. | OPANTEK cnpeii cyoniHrsansHuin | IHMYHOTEK, IcnaHis IHMYHOTEK, C.J1. IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/17858/01/01
(CyMmiwd 30000 TO; no 9 mny C.n. 3MiHU | TNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKMii
AJNEPTEHIB) dhnakoHi; no 2 3aci6. 3MiHM y BUPOOHULTBI (iHLLi 3MiHW).
(hN1aKkoHU 3 HacaaKo YTOUHeHHS chyHKLili BUpo6HUka IHMYHOTEK,
3 NOBOPOTHUM C.J1. B peecTpauiiiHomy nocsigyeHHi, MKH Ta
HOCWKOM, L0 Ha3BW KpaiH1 BUPOBHMKA aHINiiCbKO MOBOIO B
obnagHaHa peecTpauiiiHoMy NOCBiQYEHHI.
BOYAOBaHUM
posnunioBavem B
KopoobLi
217. | NAKNITAKCEN KOHUEeHTpaT a5 EBEBE ABCTpIs EBEBE dapma ABcTpisi/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/0714/01/01
"EBEBE" PO34unHy ANs iHdy3ilA, dapma lec.m.6.X. Haor. KT, HimeuunHa YTOYHEHHS B Hakasi MO3 Ykpainu Ne 2313 Big
6 mr/mn; no 5 mn (30 [ec.m.6.X. ABCTpisi (NOBHWIA 12.10.2020p. WoA[o HanmcaHHs peecTpauiiHol
mr), a6o 16,7 mn (100 Hdor Kl LKA BUPOGHMLTBA); npoueaypu:: 3miHu | TMny - 3MiHW 3 AKOCTI.
mr), abo 25 mn (150 3eiibepcaopd CepTudikaT BignosigHocTi/l E-cepTudikar
mr), a6o 35 mn (210 Nabop M'v6X, BiANOBIAHOCTI EBpONechbkili
mr), a6o 50 mn (300 ABCTpIs hapmakonei/moHorpadii. NMogaHHa HoBoOro abo
Mr) y conakoHi, no 1 (TecTyBaHHs); OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
h/1aKOHY B KQpPTOHHIi JNlabop JIC CE & Ko. BWIYYeHHs cepTudikaTa BifgnoBigHOCTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KopooLi KI, HimeuunHa €Bponeiicbkilii hapmakonei: gna A®l; ons
(TecTyBaHHs); MM/ BUXIAHOrO MaTepiany/peareHTy/npoMiKHOro
Mikpob6ionoriwec NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBGHULTBI
Mptochnabop M6X, A®I; ons 4ONOMIXKHOT pevoBUHU (cepTudikar
ABCTpist BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
(TecTtyBaHHs) OHOBEeHWI cepTUdiKaT Bif yXe 3aTBEPAKEHOro
BMPOBHMKA - MOJaHHS OHOBJ/IEHOIO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei R1-
CEP2008-102 Rev01 ana A®I (naknitakcen) Big
yxe 3aTBepmkeHoro BupobHuka (INDENA S.p.A.,
Italy)
218. | NAKNITAKCEN KOHLleHTpar ans EBEBE ABCTpIs EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyernmom UA/0714/01/01
"EBEBE" PO34uHy ANs iHdy3ilA, dapma lec.m.6.X. Hopr. KT, HimeyunHa YTOUYHEHHA B Hakasi MO3 YkpaiHn Ne 2313 Big,
6 mr/mn; no 5 mn (30 Fec.m.6.X. ABCTpisi (NOBHWIA 12.10.2020p. WoA[o HanmcaHHs peecTpauiiHol
mr), abo 16,7 mn (100 Hdor Kl LKA BUPOGHMLTBA); npoueaypu: 3miHn | Tmny - 3MiHM 3 AKOCTI.
mr), abo 25 mn (150 3eiibepcaopd CepTudpikat BignosigHocTi/lE-cepTudikar
mr), a6o 35 mn (210 Nabop M'v6X, BiANOBIAHOCTI EBpONechbkili
mr), a6o 50 mn (300 ABCTpIst hapmakonei/moHorpadii. NMogaHHa HoBoro abo
Mr) y do1iakoHi, no 1 (TecTyBaHHs); OHOBJIEHOrO cepTudikaTa BignoBigHOCTIi abo
(h1aKoHY B KapTOHHii Nab6op NIC CE & Ko. BWUyYEHHS cepTudikaTa BifgnoBigHOCTI
Kopoo6Li KI, HimeuunHa €Bponeiicbkili hapmakonei: gna A®l; ana
(TecTyBaHHs); MM/ BUXiQHOIO MaTepiany/peareHTy/npomixkHOro
Mikpo6ionoriwec NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
Mptochnabop Mm6X, A®I; ons 4ONOMIXHOT pevoBUHU (cepTudikar
ABCTpIA BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
(TecTyBaHHs) OHOB/EHWIA cepTUIKaT Bif yXe 3aTBEPAKEHOr0
BMPOOHMKA - MOJaHHSA OHOB/IEHOrO cepTudikara
BignoBigHOCTI EBponeiickkit hapmakonei RO CEP
2014-192 Rev02 ansa A®I (naknitakcen) Big, yxe
3aTBepaxeHoro Bupob6Huka(Polymed Therapeutics
Inc. USA)
219. | NAHAZON CyCneHsis opaibHa, nakcoCwmiTKn Benvka dapmaxnep PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/2562/02/01
BEBI 120 mr/5 m; no 100 SANH BpuTaHis 3MiHW | TUMY - 3BY)KEHHST AOMYCTUMUX MEX
My chnakoni; no 1 KoHcblomep NPUAHATHOCTI AN BUNPOByBaHb Ha NPOAyKTU, AKi
hnakoHy Ta MipHOMY Xenckep (FOK) ekcTparylTbesa edoipoM 3 He 6GinbLue 0,5 % fo He
NPUCTPOLO Y BUINAI TpeigiHr 6inbLwe 0,2 %, y cneundikauii Ha ZONOMKHY
Linpuua B KApTOHHIl Nimiten pevoBMHY a30py6iH; 3MiHW | TUNY - BUNYYEHHS 3i
Kopoo6Li cneuudikaLii Ha [JONOMKHY peqyoBUHY a3opy6iH
TECTiB PO3YMHHUIA XPOM Ta BaXXKi MeTasn.
BignosigHo fo pernameHTy €C 231/2012
KOHTPO/NIOBATW PO3UNHHUIA XPOM HE BUMAraeTbCs
Ta NPOBEAEHNI KOHTPO/Ib HA €/IEMEHTHI JOMILLKN
BignosigHo o ICH Q3D
220. | MAHFACTPO® TabneTtkn CaHpo3 CnoBeHis Nex CnoseHis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/13512/01/01
racTpope3ncTeHTHi N0 | d®apmMacbioTika thapmaneBTUYHa TypeuunHa/ 3MiHM | TUNy - NoAaHHsA HOBOro cepTuddikaTa
20 ™mr, no 7 TabneTok y n3 a.a. KoMnaHis 4.4., PymyHis BiAnoBiaHOCTI EBponelickkiit hapmakonei Ne RO-
6nicTepi, no 2 abo 4 CnoBeHis CEP 2013-350-Rev 01 ans Aito4oi pe4oBuHU
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nicTepy B KApPTOHHIl (BUPOGHMLTBO "in Pantoprazole sodium sesquihydrate Big HoBoro
Kopobui; no 14 bulk", ynakoBka, BMpo6HUka SHOUGUANG FUKANG
Tabnetok y 6nictepi, TEeCTyBaHHs, BUMYCK PHARMACEUTICAL CO., LTD; 3miHn | Tuny -
no 1 a6o 2 6nictepu B cepil; ynakoBka, BU/Ty4EHHS BUPOOHWMKa AjtoHoi pevoBuHn Moesh
KapTOHHI KopooLyi BUNycK cepii); Iberica S.L., Spain 3anponoHoBaHo: 1. Hetero
BMPOGHMLTBO "in Drugs Limited 2. Sandoz Syntek llac
bulk", ynakoBka, Hammaddeleri Sanayi ve Ticaret A.S; 3miHu | Tuny
TecTyBaHHA: CaHf03 - NO4AHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI
Ilnak CaHaii Be €ponelicbkiii hapmakonei Ne R1-CEP 2008-289-
Tikapet A.C., Rev 01 gns pitovoi pevoBuHn Pantoprazole
TypeuuunHa,; sodium sesquihydrate Bif BXxe 3aTBepaAXeHOro
TecTyBaHHA: C.K. Bnpo6Huka HETERO DRUGS LIMITED, IHgis;
CaHpgo3 C.P.J1., 3MiHK | TUMY - NOAAHHSA OHOB/IEHOTO cepTudikara
PymyHis BiAnoBiaHOCTI EBponeiicbkiit hapmakonei Ne R1-
CEP 2008-289-Rev 02 ans fito4oi peyoBuHu
Pantoprazole sodium sesquihydrate Big, Bxe
3aTBepxeHoro BupobHrka HETERO DRUGS
LIMITED, IHgjs; 3miHW | TNy - BBEAEHHSA
[oAaTkoBoi ginbHuui Chemilab d.o.o., PE,
Slovenia ana npoBeAeHHs KOHTPOsto cepii API
(ans npoBeAeHHsA TeCTYBAHHS 3aUIMLLKOBUX
PO34YMHHMKIB METOL0M ra3oBoi xpoMarorpadii);
3MiHKM | TUNY - 3MiHK Yy cneyudikauii APl 3a
NOKasHNKOM «Baxki MeTanm» - NoKasHuK
BW/IyYEHO Y BiANOBIAHOCTI 4O BUMOTr MOHorpadii
«Pantoprazole sodium sesquihydrate» EP
221. | MAHFACTPO® TabneTtkn CaHpo3 CnoBeHis Nex CnoseHis/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/13512/01/02
racTpopesncTeHTHi no | ®apmacbioTika hapmMaueBThyHA TypeuuunHa/ 3MiHuW | TUNY - NoAaHHA HOBOTO cepTudiikaTa
40 wmr, no 7 Tabnetok y n3 a.Aa. KOMnaHis 4.4., PymyHis BiAgnoBigHOCTI E€Bponelicbkiit hapmakonei Ne RO-
6nicTepi, no 2 abo 4 CnoBeHis CEP 2013-350-Rev 01 ans Aito4oi peyoBuHM
6nicTepy B KApPTOHHIiA (BUPOGHMLTBO "in Pantoprazole sodium sesquihydrate Big HoBOro
Kopobui; no 14 bulk", ynakoBka, BMpo6HUka SHOUGUANG FUKANG
Tabnetok y 6nictepi, TEeCTyBaHHs, BUMYCK PHARMACEUTICAL CO., LTD; 3miHn | Tuny -
no 1 a6o 2 6nictepu B cepii; ynakoBka, BU/TyYEHHS BUPOOHUMKA Ajto4oi pevoBuHM Moesh
KapTOHHI Kopo6Lli BUMYyCK cepii); Iberica S.L., Spain 3anponoHoBaHo: 1. Hetero
BMPOGHMLTBO "in Drugs Limited 2. Sandoz Syntek llac
bulk", ynakoBka, Hammaddeleri Sanayi ve Ticaret A.S; 3MiHu | TUny
TecTyBaHHsA: CaHf03 - NO4AHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI
Inak CaHai Be €ponelicbkiii chapmakonei Ne R1-CEP 2008-289-
TikapeTt A.C., Rev 01 gna gitoyoi pevoBuHU Pantoprazole
TypeuunHa,; sodium sesquihydrate Big BXxe 3aTBEpAXEHOro
TecTyBaHHsA: C.K. BMpo6Huka HETERO DRUGS LIMITED, IHgis;
CaHnpos C.P.J1., 3MiHu | TUNY - NOAAaHHA OHOB/IEHOTO cepTudiikaTa
PymyHis BiAgnoBigHOCTI E€Bponelicbkiit hapmakonei Ne R1-
CEP 2008-289-Rev 02 ans aito4oi peyoBuHM
Pantoprazole sodium sesquihydrate Big Bxe
3aTBepxeHoro BupobHrka HETERO DRUGS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
LIMITED, IHgjs; 3miHW | TNy - BBEAEHHSA
nofatkosol ginbHuUli Chemilab d.o.o., PE,
Slovenia gnsa npoBefeHHs KOHTposo cepii AdI
(4N NpoBefeHHA TeCTyBaHHS 3a/IMLLKOBUX
PO3YMHHMKIB METOLOM ra3oBoi xpomMaTtorpadqii);
3MiHM | TMny - 3MiHK y cneundikauii A®| 3a
MOKa3HUKOM «Badkki MeTaniny» - MoKasHuK
BWJ/IyYEHO Y BiANOBIAHOCTI O BUMOI MOHoOrpadii
«Pantoprazole sodium sesquihydrate» EP
222. | NAPALETAMO | cupon 120 mr/5 mn, no TOB "OKM Ykpaina TOB "AKnN YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/11525/01/01
n 60 mn a6o 90 mny "GapmaueBTu "®apmaueBTnyHa 3MiHM | TUMNY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
6aHUi; no 1 6aHL,i YHa thabpuka" habpuka" yNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
pasom 3 [03YH4O0t0 iHdhopMaLii LWoAo 3a3HauYeHHsA OANHULIb
CKISIHOYKOIO B NauLli BUMIpIOBaHHA y cucteMi Sl. BHeceHHs! 3MiH g0
po3gainy “MapkyBaHHa” MKA /13”; 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEpAKEHOro TEKCTY
MapKyBaHHs. TepMiH BBEEHHS 3MiH NPOTArom 6
MiCALIB MiCNsA 3aTBEPKEHHS
223. | MAPALETAMO | cycneHsia opasibHa ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/11577/01/01
N BEBI 120 mr/5 mn, no 100 06MeXeHoto 06MeXeHoto 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWiA
My dh1akoHi, no 1 BignoBigasibHi BiANOBIAA/TbHICTIO 3aci6. Cuctema KoHTeinHep/3akynopoBasibHNI
dhnakoHy pasom 3 cTio "®apmaLeBTnyHa 3aci6. 3miHa po3mipy ynakoBK/ roTOBOro
[,03Y04MM NPUCTPOEM "®GapmaueBTu KoMnaHis "3gopos'a” nikapcbKoro 3acoby (B1AyYeHHS YNakoBKuY NEBHOTO
Y KapTOHHI KopobLii, YyHa KOMMaHis po3mipy)
no 5 mn a6o no 10 mn "3popos'a” BunyueHHs ynakosku rno 50 mn y pnakoHi y
y cawe, no 20 cawle y Kopo6Li, 3 BiANOBIAHNMMN 3MiHAMM Y PO34iNi
KapTOHHI KOpooL;i «YnakoBka». BBegeHHs1 3MiH NpoTArom 6-tm
MiCSLB MiCNs 3aTBEPAKEHHS.
224. | MEMETPEKCE KOHUEeHTpaT ans MicTtpan AHrnis BupobHuuTBO, Yecbka BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/18044/01/01
A - BICTA NpUroTyBaHHs Kenitan nepBUHHE Pecny6nika/ | 3MmiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuMii
conwT PO34unHy ANs iHAY3il MeHeXMeHT nakyBaHHs, Icnanis/ 3aci6. CtabinbHiCcTb. 3MiHa y TepMiHax
no 25 mr/mn no 4 mn NimiTen KOHTPO/b SKOCTI: Bonrapis npugatHocTi abo ymoBax 36epiraHHs roTOBOro
(100 mr) a6o no 20 mn OHKOME[, NiKapCbKOro 3acoby (3MeHLLEeHHS TEPMIHY
(500 wmr), a6o no 40 MaHydhakTopiHr a.c., npuaaTHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - Ans
mn (1000 mr) y Yecbka Pecny6nika; TOProBOi YNakoBKM - 3MEHLUEHHS TEPMIHY
dhnakoHi, no 1 KoHTponb sikocTi, npugatHocTi N3 gnsa gosysaHHA 4 ma (100 mr),
thnaKkoHy y KapTOHHil BUNYyCK cepil: OCKi/IbKM GiNbLUMIA TEpMIH NnpuaaTHocTi [N13 ans
Kopoo6Li CiHTOH XicnaHis, [aHoro fo3yBaHHA 6yn10 3aTBEP)KEHO
C.J/1., Icnanis; NOMU/IKOBO: 3aTBeppkeHo: TepMiH npuaaTHocTi. 3
KoHTpOsb sKoCTi, pokun 3anponoHoBaHo: TepMiH npugartHocTi. 2
BUMNYCK cepil: poku
CiHTOH C.p.0.,
Yecbka Pecny6nika;
BTopuHHe
nakyBaHHS:
Oxi |
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dapmacbloTikasnc
Nta, bonrapis;
KoHTposb sikocTi
(chiznKO-XiMiYHWIA):
KBiHTa-AHaniTika
C.p.o., Yecbka
Pecny6nika;
KOHTPO/b SIKOCTI
(6ionoriyxuii,
MiKpOGioNoriYHUA):
ITECT nnioc, c.p.o.,
Yecbka Pecny6ika
225. | NEHTAKCUM® nopoLuok Haemophilus CaHodi PpaHuis CaHodi MNacrep, ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyernmom UA/13010/01/01
BAKUWHA ANA | influenzae tuny b ta Mactep ®paHLis (NoBHUI ITania/ 3MiHKM | TUNY - BBeAEHHA cneuudikauii Ha KiHeub
APO®PINAKTUK | cycneHsia gns iH'ekuii LKA BUPOGHMLTBA, YropmHa TepMiHy NpuaaTHOCTI ANs BaKUMHWU ANA
N ANDTEPII, (0,5mn); no 1 3anoBHEHHA Ta NpoquiNakTUKN iHheKLi, CIPUUYNHEHNX
NMPABLSA, (hN1akoHy 3 NMOPOLLUKOM niodpinizavis Haemophilus Tuny b koH'toroBaHoi; 3miHu Il Tuny -
KALUMHOKY Ta 1 nonepeaHb0 (cbnakoHw), 3MiHW y mpoLeci ginbTpavii rotoBoro
(ALENONAPH 3anoBHEHOMY LUnpuLy BTOPUHHE Hepo3d)acoBaHOro NPoAykTy. [logasaHHA
nin (0,5 mn) 3 nakyBaHHs, BMNpo6yBaHHs Bioburden y npoueci BUpo6HMLTBa
KOMMOHEHT), NPVKPINIEHOK FO/IKO0 KOHTPO/b SKOCTI, nepeg npsAMoK0 CTepunisytoUoro ginbTpauieto (<
nonIoMIENITY | (abo 2 okpemumMu BUMNYCK cepii); 10 CFU /100 mL)
IHAKTUBOBAH | ronkamu), Lo MiCTUTb CAHO®I C.IM.A.,
ATA cycnexsito gns ITanis (3anoBHeHHSA
BAKUWHA ONA | iH'eKwujil, B KAPTOHHIi Ta niodpinizauis
MPO®ITAKTUK | kopobui; no 1 (cbnakoHw));
M IHDEKLLIA, (hNaKoHy 3 NOPOLLKOM CaHodi-ABeHTiC
CNPUYNHEHU Ta 1 nonepefHb0 Mpaisit Ko. N14,.,
X 3anoBHEHOMY LnpuLy Mnatdopma
HAEMOPHILUS | (0,5 mn) 3 NOTIiCTVKN Ta
TAMNY B NPUKPINIEHOO rO/IKO0 AncTpubyLii y m.
KOH’FOTOBAH (a60 2 okpemumu Bypanewr,
A, rosikamu), Wo MicTUTb YroplmHa
AACOPBOBAH | cycneHsito gns (BTOpUHHE
A iH'eKUild, y nakyBaHHs, BUMYCK
cTaHfapTHO- cepii)
€KCMOPTHI ynakoBsL,
AKa MICTUTbCA Y
KapTOHHI kopobui (3
IHCTpYyKLUieto ans
MeANYHOro
3aCTOCYBaHHS)
226. | NEHTANTH Kancynu, no 10 kancyn TOB "ACIHO Ykpaina TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a peyernmom UA/10881/01/01
®C EKCTPA y 6nicTepi; no 1 a6o 2 YKPAIHA" 3MiHY | Tuny - nogaHHA Hosoro CEP Ne RO-CEP
KANCYNn 6/1icTepy B KAPTOHHIM 2016-295-Rev 02 A®I kogeiHy chocarty

nauuj

remirigpaTty Big HoBoro BUpo6Huka Macfarlan
Smith Limited, CnonyyeHe KoponiscTBo (ginbHULA
Annan) Ao Bxe 3arBepgxeHoro Macfarlan Smith
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Limited, CnonyueHe KoponiBcTBo (AiNbHULSA
Edinburg). fk HacnifoK BHECEHHS 3MiH Y p.
«Cknag» MKA 13 Ha 13, a caMe YTOYHEHHS
Ha3Bu kofeiHy chocdpaty HanmiBrigpar i kpaiHu
BMpOo6HMKa 3anponoHoBaHa pefakLis KoaeiH
dochar3 MakcbapnaH CmiT Jlimiteg (CnonyyeHe
KoponiscTBo)
3kofeiHy cocdpaTy remirigpar .....
227. | NEPEKUC - po3unH gns TOB "[OKIM Ykpaina TOB "[AKM Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/16887/01/01
BILL®A 30BHILIHLOIO "dhapmaueBTu "@apmavueBTnyHa 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHSA
3acTocyBaHHA 3 %; No | 4Ha thabpuka" habpuka" yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
100 mn y donakoHax iHchopmawii LWoA0 3a3HaYEHHS OAUHULIb
BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 1o
po3ainy “MapkyBaHHs" MKA 13" 3anponoHOBaHoO:
MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBeA,eHHSA 3MiH NPOTAroMm 6
MicsILiB nicns 3aTBEpPoKEHHS
228. | NEPEKNC po34nH gns TOB "KM Ykpaina TOB "AKM Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 peyenma UA/2695/01/01
BOAHIO 30BHILUHLOIO "GapmaueBTu "®apmavueBTnyHa 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
3acTocyBaHHs 3%, no YyHa thabpuka" habpuka" yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
40 mn, abo no 100 mn, iHhopmauii Wwoao 3a3Ha4YeHHs OAUHNLb
abo no 200 mny BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 1o
dhnakoHax posginy “MapkysaHHa” MKA /13”: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBE,EHHS 3MiH NPOTArom 6
MiCALIB MiCNA 3aTBEPKEHHSA
229. | NEPEKNC pO3uuH ans ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 6e3 peyenma UA/11686/01/01
BOAHKO 30BHILUHLOTO 06MeXeHo 06MeXeHo 3MiHuM | TUNy - 3aMiHa po3giny «IpadiyHe
3acTocyBaHHA 3 % no BiANoOBIAa/TbHI BiANOBIAA/LHICTIO 0hOpMNEHHS YNAKOBKU» Ha po34in «MapKyBaHHA»
40 mn 'y chnakoHax CTIo "hapmMaueBTNYHa B MKA N13: 3anponoHosaHo: MAPKYBAHHA
CKNaHMX; no 100 mny "GapmaueBTu KoMnaHis "3go0pos'a” BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
donakoHax YyHa KoMnaHis MapKyBaHHsA. OHOB/IEHHS TEKCTY MapKyBaHHS
noniMepHux, no 40 mn "3p0pos'a" YMakKoBKU /TiKaPCbKOro 3ac0by 3 BHECEHHAM
Y (hriakoHi CKNsiHOMY iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
abo no 100 mny BVMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH
dhnakoHi NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
nonimepHomy; no 1
hnakoHy B KOpobL,i 3
KapTOHY
230. | NEP'ETA® KOHUEeHTpaT ans ®.XopcpmaHH- | Lseiiyapi Pow fiarHocTuke HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13062/01/01
PO34mnHy ANs iHAY3i Na Pow N1a A mM6X, HimeuunHa LLseiuapis 3MiHu || TMny - 3MiHX BHECEHO A0 IHCTPYKUIT AnA
no 420 mr/14 mn; no (BMpPOGHMLTBO Me[MYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
14 mn 'y donakoHi; no 1 Hepo3dhacoBaHOl po3zinu "Ocob/MBOCTI 3acToCyBaHHS", "34aTHICTb
dp1aKOHY Y KapTOHHIl nNpoayKLii, NnepBuUHHe BMAVMBATW Ha LUBWAKICTb peakLii Npu KepyBaHHi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KopooLi nakyBaHHs1, aBTOTPaHCMNOPTOM abo0 iHWUMK MexaHisMammn'”
BUNPOBYBaHHSA (yTouHeHHs iHdopmadii), "Cnoci6 3acTocyBaHHS
KOHTPO/IIO KOCTI); Ta [031"(yTOUYHEHHS: iHdhopmadiT), "Mo6iuHi
®.XohpmaHH-/15 peakuii” . BBeeHHs 3MiH NPOTAroM 6-T MicsALiB
Pow NTp4, nicns 3aTBepKEHHS
LLseiuapis
(BTOPUHHE
nakyBaHHS, BUNYyCK
cepii)
231. | NEP'ETA® KOHUEHTpaT ans ®.XopcpmanH- | Lseiiyapi Pow fiarHocTuke HimeyuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyernmom UA/13062/01/01
PO34mnHY ANst iHQY3il Na Pow N1a a m6X, HimeyunHa Lseiiuapis 3MiHM | TUMY - OHOB/IEHO NA1aH ynpas/liHHSA
no 420 mr/14 mn; no (BMpPOGHMLTBO pvisvkamu, Bepcisa 12.0., Ha Bumory PRAC, 3a
14 mn 'y donakoHi; no 1 Hepo3dhacoBaHol pesynbTatamu 3BiTy 3 ouiHku MO36 ana
dhnakoHy y KapTOHHil NPOAYKLiT, NnepBUHHE nikapcbkoro 3acoby Mep'eTa®, KOHLEHTpAT ANA
Kopoo6Li nakyBaHHs, pO3uunHy ans iHdysiii no 420 mr/14 mn no 14 mny
BMNpo6yBaHHs chnakoHi; no 1 chnakoHy y KapTOHHIl KOPOO6L.
KOHTPOJIHO0 SIKOCTI); 3MiHM BHeceHi Ao YacTuH "Cneyudikadis 3
®.XothpmaHH-/15 6e3nekn”, "MNnaH 3 hapmakoHarnsagy", "3axogu 3
Pow NTpg, MiHiMi3aLjii pu3unkKiB" Ta B3aEMOMOB'A3aHNX YaCTUH
LBeliuapis nnaHy ynpasniHHA py3vkamu
(BTOPUHHE
nakyBaHHS, BUNYCK
cepii)
232. | NIPUAOKCUHY | po3unH NS iH'ekuii, MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a peyenmom UA/13399/01/01
rigpoxnoprPvpg | 50 mr/mnno 1 mn B akuioHepHe akuioHepHe 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
(BITAMIH B6) amnyni; no 10 amnyn y TOBapUCTBO TOBapUCTBO "“JlekxiM YNakoBKW NiKaPCbKOro 3ac00y 3 BHECEHHAM
nauuj 3 "Jlekxim- - XapkiB" iHhopmauii Wwoao 3a3Ha4eHHs OAUHMLb
neperopogkamu; no 1 Xapkis" BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 1o
M B amnyni; no 5 po3giny MKA: FPA®IYHE OPOPM/TIEHHA
amnyn B 0gHOGiYHOMY YMAKOBKW MonepeaHs pegakuis: TPA®IYHE
6nicTepi; no 2 OPOPMNEHHSA YNAKOBKW. dopaeTbes.
6nicTepu B naywj 3 MponoHosaHa pepakuis: MAPKYBAHHA. 3rigHo
KapToHy; Mo 1 mn B 3aTBEPPKEHOr0 TeKCTa MapKyBaHHS.
amnyni; no 100 amnyn TepMiH BBEEHHS 3MiH NPOTAroM 3 micAuiB nicns
y KOpoo6u;i 3 3aTBEPAXKEHHS
neperopogKamm
233. | NPAOAKCA® Karncynv Teepgi no Bepinrep HimeuumnH Bepinrep HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/10626/01/02
110 mr no 10 kancyny IHrenbxainm a IHrenbxaiim ®apma 3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA NikapCbKuii
6nicTepi; no 6 IHTepHeLwwHn v6X i Ko. KI 3aci6. Cuctema KoHTeiHep/3akynopoBasibHiA
6nicTepiB y kopobui 6X 3aci6. 3miHa po3mipy ynakoBKu roToBOro
nikapcbKoro 3acoby (BUyYeHHS yNakoBKV MEBHOrO
po3mipy). BunyuyeHHs ynakosku: Ne10 (10x1), Ne30
(10x3) no 10 kancyn y 6nictepi; no 1 a6o 3
6nictepis, y KOpo6Li 3 BIANOBIAHUMW 3MiHAMW [0
po3giny “Ynakoska”. 3MiH/ BHECEHO B iHCTPYKLit0
A9 MeAUYHOro 3aCTOCYBaHHA Yy p. "Ynakoska" 3
BiANOBIAHUMU 3MiHAMW Y TEKCTI MapKyBaHHS
yNakoBKM flikapcbKoro 3acoby. BBeAeHHS 3MiH
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NpPOTArom 6-TM MicALB Nic/1A 3aTBEPAKEHHS.
234. | MPOMOCOI/- cnpei ans potosoi ToBapucTso 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/8215/02/01
30POB'A NOPOXHWHY NO 25 Ty 06MexeHot 0bMexeHor 3MiHM | TUNY - 3aMiHa po3giny «padiyHe
6asnoHi; no 1 6anoHy 3 BifnoBigasIbHi BiANOBIAA/IbHICTIO 0hOpMNIEHHSA YNAaKOBKW» Ha po34in «MapKyBaHH:A»
HacafKoro- CTHO "®apmaueBTnyHa B MKA N13: 3anponoHosaHo: MAPKYBAHHA
posnuoBayem Ta "®bapmaueBTu KomnaHis "3gopos'a” BignoBigHo A0 3aTBEPAXKEHOrO TEKCTY
3aXMCHUM KOBMa4KoM YHa KoMMaHis MapKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA
Y KOpOO6Li 3 KAPTOHY; "3popos'a” yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
no 50 r y donakoHi; no iHchopmawii LWoA0 3a3HaYEHHS OAUHULIb
1 conakoHy 3 BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHA 3MiH
opasibHUM NPOTArom 6-Tv MicALIB NicNsa 3aTBepLKEHHS
PO3nuAoBasIbHUM
NpUCTPOEM Ta
3aXMCHUM KOBMaYKoM
Y KOpo6L,i 3 KapTOHY
235. | MPOCTATUNE PO3YUH ANS iH EKLN MpuBaTHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/0800/02/01
H® no 2 mn B amnyni, no 5 akujioHepHe akujioHepHe 3MiHU | TUMY - OHOBNEHHSA TEKCTY MapKyBaHHs
amnyn B 6aicTepi, no 1 TOBapuCTBO TOBapUCTBO "J1EKXiM yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
abo 2 6nictepu y "J1ekxim- - XapkiB" iHbopmaLii WwoAo 3a3HaYeHHSA OAUHULb
nauj 3 kKapToHy, no 2 Xapkis" BUMiptoBaHHA y cuctemi Sl. TepMiH BBELEHHS 3MiH
M/ B amnyni, no 100 npoTsrom 3 MicsiLiB Mic/s 3aTBEPAKEHHSI
amnyn y nadui 3
KapTOHY
236. | MPOTAPIron® NMOPOLLIOK A1 PO3UNHY TOB "NcTok- YkpaiHa BMPOGHMLITBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 6e3 peyenma UA/15042/01/01
015 IHTpaHa3anbHoro Mntoc" nepBuHHe Ta 3MiHK | TUNY - foAaBaHHA albTepPHATUBHOI
3acTocyBaHHA Mo 0,2 1 BTOPVHHE KPULLIKN-KpanenbHUL iHLWOT chopMun Ta po3Mipy
1 dpnakoH 3 NOPOLLKOM nakyBaHHs, Ans hnakoHiB CKIAHMX 10 M 3 TBUHTOBOIO
Yy KOMMNJIeKTi 3 KOHTPO/b SIKOCTI, ropnosuHoto DIN 18, 6ina, (HQ); 3miHu | Tvny -
PO3YMHHMKOM Mo 10 BiANOBIfaNbHMIA 3a CYNyTHS 3MiHa - 3MiHK 3 AKOCTi. FoToBWMIA
M (BOAa ANs iH'ekwuiin) BMnyck cepii: TOB nikapcbknii 3aci6. Cuctema
B 0OZlHO030BOMY "WcTok-Mnoc”, KOHTeliHep/3aKynopoBasibHKii 3aci6. 3MiHa
KOHTelHepi 3 YkpaiHa napameTpiB crneuudikaliin Ta/abo fonycTumMmnx
KPYLLIKOHO- Bnpo6HmK MeX NepBMHHOT yNakoBKM rOTOBOTO /likapCbKOro
KpanenbHuLEe y PO3YMHHMKA: 3aco0y (fonoBHeHHs cneuudikaLii HOBUM
KOpo6Li 3 KapToHy; 1 BMPOGHMLITBO, NoKa3HUKOM 3 BifNOBiAHNM METOAOM
dh1aKoH 3 NOPOLLKOM Y nepBUHHE BMNPOGYBaHHS) - 3MiHa chopma Ta po3mip
KOMMNNEKTI 3 nakyBaHHs, KOHTeliHepa (b1akoHy CKISIHOTO) Ta
PO34nHHKKOM 1o 10 MapKyBaHHS, 3aKynoproBasibHOro 3acoby (nnacTmacosoi
M (BOAa ANS iH'EKLiA) KOHTPO/b AKOCTI: KpuLwKkn), 6e3 3MiHM SKICHOrO Ta KiNIbKiCHOTO cknagy
B 0HO030BOMY TOB "tOpis-®apm", nakyBa/lbHOro matepiany, Ta Kk HacnifgoK —
KOHTelHepi 3 YkpaiHa BHECEHHSA 3MiH A0 cneuundikauii nN. «30BHiLLHIl
Hasa/lbHUM BUIIAA» 3 BIANOBI4HUM METOL0M BUNPOOYBaHHSA
posnunioBayem y
KOpo6Li 3 KAPTOHY
237. | MPOTA®AH® cycneHsia ans A/T HoBo [OaHis A/T Hoso Hopagick, [Lanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a peyenmom UA/17174/01/01
HM iH'ekuili, 100 MO/mn; Hopgaick [aHisa (BUpobHUK Bpasunisi/ 3MiHM | TUNY - 3MiHa KOHTaKTHOI 0co6u
®JIEKCMNEH® no 3 M1y KapTpuaxi; BiANOBigabHUI 3a ®paHuisa YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BignoBiganbHOT
no 1 kapTpuaxy y 36MpaHHs, 3a (hapmakoHarnisg, B YkpaiHi. [ponoHoBaHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

6araTo030Bili
ofHopas3oBilt Wwnpuy-
pyuui; no 1 aéo 5
LUNPUL-PYYOK Y
KapTOHHI KopooLyi

MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS rOTOBOro
NpoAyKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOro NPOAYKTY
(PnekcheH®)); AIT
Hoso Hopgaick,
[aHis (BUpOGHMK
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE
nakyBaHHS;
KOHTPO/b SIKOCTI
NpoAYyKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHdin®) Ta
BiAnoBiganbHUii 3a
BUMYCK cepil
roTOBOro NPOAYKTY
(PnekcheH®)); AIT
Hoso Hopgaick,
[aHis (BUpOGHMK
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE
nakyBaHHS;
36MpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS roTOBOro
NpoAyKTy
(PnekcleH®));
HoBo Hopgick
Mpoaykao
dapmaceyTika o
Bpasinb NTpa.,
Bpasunis (BUpo6HMK
Hepo3acoBaHoOro
NPOAYKTY, NepBUHHE
nakyBaHHS;
KOHTPO/b SIKOCTI
NpOAYKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHhin®);
36MpaHHs,

pegfakuist: JlactoBeHko AHHa CepriiBHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BignoBiganbHOT
3a (hapmakoHarnag B Ykpaini
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk KpaiHa

BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS rOTOBOro
NpoAyKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOro NPOAYKTY
(PnekcleH®));
Hoso Hopgick
MpogatokcboH CAC,
®paHuia (BUpOOHUK
NpoAyKLii 3a NOBHUM
LMKIOM)

238.

PAOVKYBIT

PO3YUH NSt iH EKLA,
no 2 mn B amnyni; no 5
amnyn y 6nictepi; no 1
6nictepy y nauui

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"lekxim-
Xapkis"

YkpaiHa

MNpuBaTHe
akujioHepHe
TOBapuUCTBO

"Jlekxim-Xapki"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHV | TUMY - OHOBMEHHS TEKCTY MapKyBaHHS
YNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
BMMIiptOBaHHA y cuctemi Sl. TepmiH BBEEHHS 3MiH
npoTArom 3 MicALiB Micna 3aTBepKEeHHs

3a peyenmom

UA/17259/01/01

239.

PEBMOKCUKA
M®

Tabnetkv no 7,5 wr,
no 10 TabneTtok y
6nicTepi, no 1 abo 2
6nicTepy y nauui

AT "®apmak”

Ykpaina

AT "®apmak” YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:
3MiHKM | TURNY - AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBafPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IoUaoun
AinbHULI BUNYCKy cepii abo MicLie NpoBeAeHHS
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BignoBsigae
BMPOGHMK/IMNOpPTEp, BKIOYAKYN BUMYCK Cepii) -
3MiHa HalilMeHyBaHHs Ta agpecy BUpo6HuKa, 6e3
3MiHV MicLs BUPO6HMLTBA (BBEAEHHS 3MIH
NPOTArom 6-Ty MiCSILIB MiCNs 3aTBEPAXKEHHS);
3MiHuM | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BnacHvKa peecTpawiiHoro NocBig4yeHHs) - 3MiHa
HaliMeHyBaHHs Ta afpecu 3asBHUKa (BnacHunka
peecTpaLliiHoro noceigYeHHs)BBeaeHHS 3MiH
NPOTSrom 6-TV MICALIB MiC/1A 3aTBEPAXKEHHS; 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - BHeceHHs 3MiH Ao
po3giny «MapkyBaHHs» MK /13 3aTBepaxeHo:
MAPKYBAHHSA Bignosifae 3atseppkKeHomy
TEKCTY MapKyBaHHS, WO J0AaETbCS.
3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPKEHOr0 TEKCTY MapkKyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHs YNakoBKW NiKapCbKoro 3acoby
3 BHECEHHSIM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHULb BUMIpIOBaHHA y cuctemi Sl (BBeaeHHs
3MiH NpOTAroM 6-TW MicsiLiB Nicns 3aTBepAKeHHs)

3a peyenmom

UA/17042/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

240.

PEBMOKCUKA
M®

Tabnetkv no 15 mr, no
10 TabneTok y
6nictepi, no 1 a6o 2
6nictepy y nauui

AT "dapmak"

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNYy - AOMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micusa
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BKIoYaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHUK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepiid) -
3MiHa HalilMeHyBaHHS Ta agpecu BUpobHuKa, 6e3
3MiHM MicLs BUpO6HMLUTBA (BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS);
3MiHW | TUNY - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asiBHUKa
(BnacHvKa peecTpauiiHoro NocBigYeHHs1) - 3MiHa
HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHuka
peecTpauiiHoro noceig4yeHHs1)BBegeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS; 3MiHU
| Tuny - 3miHn woao 6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - BHeceHHs 3MiH o
po3giny «MapkyBaHHs» MKA /13 3aTBepaxeHo:
MAPKYBAHHSA Bignosigae 3atBepgkeHomy
TEKCTY MapKyBaHHS, L0 AOAAETLCS.
3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPXKEHOIO TEKCTY MapKyBaHHS. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby
3 BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIPIOBaHHS Y cuctemi Sl (BBeaeHHs
3MiH NPOTArom 6-TM MiCALIB Nic/1A 3aTBePAXEHHS)

3a peyernmom

UA/17042/01/02

241.

PEBO/AA™

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, NO 25 Mr;
no 7 Tabnetok y
6nicTepi; no 4
6nicTepy B KApPTOHHIi
KopooLi

Hosapric
dapma Al

LLBeiiuapi
a

Bupo6bHnuTBO,
KOHTPONb AKOCTI:
nakco OnepewHc
IOK T/, Benuka
BpwuTaHis;
B1po6HWK ans
NepBUHHOTO Ta
BTOPUHHOTIO
nakyBaHHSA Ta
BUNYyCK cepil:
"nakco Bensnkom
C.A., IcnaHis

Benvka
BpuTanis/
Icnanis

BHeceHHs1 3MiH 10 peecTpaLiliHix maTepianis:
3Minu Il TURy - 3MiHK WoAo 6e3nekn/edpeKTUBHOCTI
Ta dpapmakoHarnsagy. 3MiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MegUYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMUW AaHUMK 3
AKOCTI, AOKMIHIYHMMM, KTIHIYHUMKW AaHUMK Ta
JaHnmu 3 chapmakoHarnsagy - 3MiHM BHECEHO A0
IHCTPYKLUIT AN1A MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BnacTmBocTi", "B3aeMogis 3 iHLLUMMM NiKapCbKUMMN
3acob6amu Ta iHwWi Buan B3aemogiit*, "*OcobmBocCTi
3acTocyBaHHsA", "Mo6ivHi peakuii". BBegeHHS 3MiH
NPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPAKEHHS.
3MmiHu |l TUny - 3MiHK Woao 6e3nekn/edeKTBHOCTI
Ta papmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'AA3KY i3 HOBUMU AaHUMK 3
AKOCTI, AOKNIHIYHUMW, KIHIYHUMUW AaHMMU Ta

3a peyenmom

UA/11300/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
AaHumu 3 chapmakoHarnsgy - 3MiHuM BHeECEHO A0
IHCTPYKLUIT ANA MeANYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby go posginis "OcobamMBoCTi
3actocyBaHHs", "INo6iyHi peakuii”. BBejeHHS 3MiH
NPOTArom 6-TW MiICALIB NiC/IA 3aTBEPAKEHHS.
242. | PEBONAA™ TabneTku, BKpUTI HosaprTic LLsenuapi Brpo6HMLTBO, Benwuka BHeceHHs 3MiH [0 peecTpaviiHiX maTepianis: 3a peyenmom UA/11300/01/02
NNiBKOBOKO dapma Al a KOHTPO/b AKOCTi: BpuTtaHisa/ 3MmiHu |l TUny - 3MiHK Woao 6e3nekn/edeKTBHOCTI
060/10HKO10, N0 50 wmr; nakco OnepewHc IcnaHis Ta papmakoHarnsgy. 3MiHu y KopoTkili
no 7 Tabnetok y HOK NT/A, Benuka XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
6nicTepi; no 2 BpuTaHis; MapKyBaHHA Ta IHCTPYKLii ANnA MegnuyHoro
6nicTepy B KapPTOHHIl Brpo6Huk ans 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMU 3
Kopoo6Li NepBUYHHOIO Ta AKOCTI, AOKNIHIYHUMU, KTIHIYHUMUW AaHMU Ta
BTOPVHHOIO AaHumu 3 chapmakoHarnagy - 3MiHuM BHECEHO A0
nakyBaHHS Ta IHCTPYKUIi ANA MEJUYHOTO 3aCTOCYBaHHS
BUNYyCK cepil: niKapcbKoro 3acoby A0 po3ainis "®apMakonorivHi
"nakco Bennkom BNAaCTMBOCTI", "B3aemMogis 3 iHLUMMM NiKapCbKUMU
C.A,, IcnaHis 3aco6amu Ta iHWi BUAW B3aemogiii”, "OcobmMBocCTi
3actocyBaHHs", "lNo6iyHi peakuii”. BBefeHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS.
3MiHu Il TUny - 3MiHK Woao 6e3nekn/edPeKkTUBHOCTI
Ta thapmakoHarisgy. 3MiHn y KOpPOTKii
XapaKTepucTumLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBYMM AaHUMU 3
AKOCTI, AOKNIHIMHUMU, KNIHIYHUMKU JaHUMK Ta
OaHuMu 3 chapmakoHarnagy - 3MiHu BHeCEHO A0
IHCTPYKUIiT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "OcobnmnsocTi
3acTocyBaHHsA", "Mo6ivHi peakuii". BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/SA 3aTBEPKEHHS.
243. | PEBONAA™ TabneTkn, BKpUTI Hosapric LLiBeiiuapi Brpo6HMUTBO, Benuka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/11300/01/01
nniBKOBOO dapma Al a KOHTPONb AKOCTI: Bputania/ 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
060/10HKO10, Mo 25 Mr; "nakco OnepeiiHe Icnanis HaliMeHyBaHHA Ta/abo agpecu micus
no 7 Tabnetok y IOK NTA, Benuka NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
6nictepi; no 4 BpuTaHis; roTOBOro NikapcbKoro 3acoby, BKIYauu
6/1icTepy B KAPTOHHIM Bupo6Huk ans OiNbHAULI BUNYCKY cepii abo MicLe NpoBeAeHHSs
KOpoo6Li NepPBMHHOIO Ta KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
BTOPWHHOIO BMPOGHMK/iMMOPTEp, BK/IOYAOUN BUMYCK Cepild) -
nakyBaHHSA Ta MpuBeaeHHA Ha3BK Ta aApecn BUPOOHMKa A1A
BUNYyCK cepil: ninbHUU Mnacko OnepeiiwHc FOK fliviten, Benuka
"nakco Bennkom BputaHia y BignosigHicTb fo ceptudikaty GMP.
C.A., IcnaHist 3MiHV BHECEHO B iHCTPYKL,iI0 418 MeguyHoro
3aCTOCyBaHHS LLOA0 HaliMeHyBaHHSA Ta
MiCLLe3HaxXoMKeHHs1 BUPOGHMKA 3 BiANOBIAHUMY
3MiHaMU Y TeKCTi MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby. BBefeHHs1 3MiH npoTsArom 6-
TN MicsiLiB Nicnsi 3aTBEPAXKEHHS.
244. | PEBO1IAA™ TabNeTKN, BKPUTI HoBapric LLiBeliyapi BupobHMUTBO, Benvka

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais:

3a peyenmom

UA/11300/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nniBKOBOIO dapma Al A KOHTPO/b AKOCTI: BpuTaHis/ 3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
060/10HKO0, M0 50 Mr; nakco OnepewHc IcnaHis HalilMeHyBaHHs Ta/abo agpecu Micus
no 7 Tabnetok y IOK T/, Benuka NPOBaKEHHS AiS/IbHOCTI BUpOBHUKa/imMnopTepa
6nicTepi; no 2 BputaHis; rOTOBOrO JlikapCbKOro 3acoby, BK/IYakum
6nicTepy B KapPTOHHIl Brpo6Huk ans OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
Kopoo6Li NepBUYHHOIO Ta KOHTPO/IO SKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BTOPUHHOTIO BMPOGHUWK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
nakyBaHHS Ta MpuBeAeHHA Ha3BK Ta aApecn BUPOBHMKa A1A
BWMYCK Cepil: AinbHUU Mnacko OnepeiiwHc FOK flimitea, Benuka
"nakco Bennkom BpuTaHisa y BignoBigHicTb fo ceptudikaty GMP.
C.A., IcnaHis 3MiHM BHECEHO B iIHCTPYKLiI0 418 MegUyHOro
3aCTOCYBaHHS LLOAO HaliMeHyBaHHSA Ta
MiCL|e3Hax0MKeHHS BUPOOHMKA 3 BiANOBIAHUMY
3MiHaMU y TeKCTi MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby. BeeAeHHs 3MiH NpoTarom 6-
TV MicsILiB Micnsi 3aTBePAKEHHS.
245. | PEBONIAA™ TabneTku, BKPUTI Hosapric LLBeiiuapi Bupo6bHnuTBO, Benuka BHeceHHs1 3MiH 10 peecTpaLiliHix maTepianis: 3a peyenmom UA/11300/01/01
naiBKOBOIO dapma Al a KOHTPONb AKOCTI: BpuTanis/ 3miHu | TMny - 3miHn woao 6esnekn/eddeKkTMBHOCTI
060n0Hko0, No 25 Mr; nakco OnepewHc IcnaHis Ta papmakoHarnsagy (iHwi 3miHW) - BHECEHHS 3MiH
no 7 Tabnetok y IOK T/, Benuka 00 po3giny “MapkyBaHHss MKA N13: 3aTBepKeHo:
6nicTepi; no 4 BputaHis; MapkyBaHHA. [logaeTbeca. 3anpornoHoBaHo:
6nicTepy B KApTOHHIV Bupo6Huk ans MapkyBaHHS. 3rifiHO 3aTBEpAKEHOrO TEKCTY
KOpO6Li NepBUHHOTO Ta MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
BTOPUHHOTIO yMakoBKM MiKapCbKOro 3acoby LL0A0 3a3HauYeHHs
nakyBaHHSA Ta MDKHaPOAHWX NO3HAYeHb OAMHWLb BUMIPIOBAHHS.
BUNYyCK cepil: BBeaeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
"nakco Bennkom 3aTBEPKEHHS.
C.A,, IcnaHis
246. | PEBONAA™ TabneTku, BKpUTI HosaprTic Lseliuapi Brpo6HMLTBO, Benwvka BHeceHHs 3MiH 40 peecTpaujiiiHux maTepianis: 3a peyenmom UA/11300/01/02
NNiBKOBOKO dapma Al A KOHTPO/b SKOCTI: Bputanis/ 3MiHM | TMNy - 3MiHK WoAo 6e3nekn/ed)eKTUBHOCTI
060n0Hkoto, no 50 mr; nakco OnepewHc IcnaHis Ta hapmakoHarnsaay (iHwi 3miHW) - BHECEHHS 3MiH
no 7 tabnetok y IOK NTA, Benuka o posginy “MapkysaHHa MKA N13: 3aTBepkeHo:
6nictepi; no 2 BpwuTaHis; MapkyBaHHs. [logaeTbes. 3anpornoHOBaHo:
6nicTepy B KapTOHHIl Bupo6Huk ans MapkyBaHHS. 3rifiHO 3aTBEpAKEHOr0 TEKCTY
Kopoo6Li NepBUHHOIO Ta MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
BTOPVHHOIO YNaKoBKM JliKapCbKOro 3acoby 00 3a3HaYeHHs
nakyBaHHS Ta MDKHaPOAHMX NO3HaYeHb OAVHNLb BUMIPIOBAHHS.
BUMNYCK cepil: BeefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
nakco Bennkom 3aTBEPAKEHHS.
C.A,, IcnaHis
247. | PENNATAN KOHLeHTpaT Ans LWaiep IpnaHgis LWatiep IpnaHgjs BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/15890/01/01
PO34unHy ANs iHQy3ilA, dapmachbloTika dapmacbloTVKan3 3MiHM | TUMY - BHECEHHS 3MiH 80 po3giny 3.2.S.2.3.
1 mr/mn no 3,5 mn n3 lpnaxgis Alineng Ntp, KoHTposb Matepiasiis - 36epiraHHs KNITUH, L0
KOHLeHTpary y Niviten Ipnangis nonsAralTb y AoAaBaHHi TeCTy A5 BUSHAYEHHS
dhnakoHi; no 1 (BignoBigansHWii 3a PETPOBIPYCHOT TPaHCMICIT 3a 4ONOMOro
thnaKkoHy y KapTOHHil BUNYCK cepii) €1eKTPOHHOT0 MiKpocKony A8 poboyoro 6aHky
Kopoo6Li KITUH 3 JOMYCTUMOIO MEXe0 "He BU3HAYeHO".
[Januii meTod BXe 3apeecTpoBaHuil Ans
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Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

Ne
n/n

Hassa
NliKapcbKo20

Popma sunycky
(nikapcbka gpopma,

3asaBHUK

KpaiHa
3asBHUKa

BUPOBHUKa

ro/I0BHOTO 6aHKy KNiTUH. BHECEeHHA pefakuiitHnx

nocsBi04YeHHs

3acoby

ynakoska)

IHais

npasok fo p. 3.2.5.2.1.
BBefeHHst 3mMiH npoTArom 6 micAuis nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3amiHa MeToay
BUNpo6yBaHHSA APl 3a NOKa3HUKOM
"KapTupoBaHue rnukaHos". HoBuii metop 3
MOKpaLLEeHOK AeTeKLiEl0, SKa BU3HaYae noLLi
nikiB 6e3 3a/1eXHOCTI Bif, eTa/IOHHOr0 3paska.
Bracnigok 3amiHn meToay Big6ynuch 3miHn y
Cneuudpikauii A®| Ta Cnevmdikauii Ha TepMiH
npuaatHocTi N3 3a AaHNM NOKa3HUKOM.
[MponoHoBaHa pefakuis % obueli naowaam nmkos
ans: Muk rpynnsl 3: 16,0% - 21,7%, MNuk rpynnel 4:
3,2%%- 7,6%

Muk rpynnel 5: 9,1% - 16,8%, Muk rpynnsl 6:
17,10% - 25,5%, Muk rpynnbl 7: 3,7% - 7,0%, Muk
rpynnel 9: 1,8% - 5,5%, Muk rpynnel 11: 5,9% -
11,0%. BBefeHHs1 3mMiH NpoTArom 6 micsuis nicns
3aTBEPMKEHHS; 3MiHW | TUMNY - BHECEHHS 3MiH [0 p.
3.2.P.3. BMpo6HULTBO roTOBOro NikapcbKoro
3aco6y, 30kpema: 3BYXXEHHS JOMYCTUMUX MeX

GioHarpysku Ha cTagii chinbTpau;ii

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

6e3 peyenma

UA/15503/01/01

248.

PECIUKC N®

Tabnetkun no 10

Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn y
nauuj

OpraHocuH
Navid
CaeHcus MBT.
nra.

IHais

EBepTomkeH Nalidy
CaeHcus Nimiteq,

3miHu | TUny - 3MiHK 3 SKoCTi. FoTOBMIA NiKaPCbKNi
3aci6. KOHTponb roTOBOro NikapCbKoro 3acoby.
3MiHa y MeTofax BUNpPobyBaHHA roTOBOro
nikapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BMMNpoO6yBaHb (BK/OUaoUM 3aMiHy abo
[OMOBHEHHS)) - 3MiHa B MeToax BUNpo6yBaHHs
SIKOCTi FOTOBOrO MiKapCbKOro 3acoby aHaniTMyYHOI
MeToanKN «CynpoBifHi AOMILLKU» A5 AiK0UYNUX
peuyoBuHM AMBpOKCONy rigpoxnopua, JlopataamH.
[Jowmiwka H i lopataguH. IHAMBIAYaNbHI SOMILLKM.
KpuTepii NpUIAHATHOCTI WOA0 BMICTY AOMILLOK
3a1MLLIAKITLCA HE 3MIHHUMWU. 3MiHW | TNy - 3MiHK 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepil (Bk/IroHaKuu
JianasoH po3mipy cepii) FoTOBOro Nikapcbkoro
3aco6y (36inbleHHs 4o 10 pasiB NOpiBHSAHO i3
3aTBEPAXEHUM PO3MipoM) - 36iMbLIEHHS po3Mipy
cepii roToBOro nikapcbkoro 3acoby 3 100 000
Tabnetok Ha 400 000 TabneTok. 3MiHu | TRy -
3MiHu 3 sKocCTi. FoTOBWMIA NiKapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3MiHM Yy NpoLeci BUPO6HULTBA
rOTOBOrO MiKapCbKOro 3acoby, BKIYaKUM
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP

BMPOBHULTBI rOTOBOTO J1iKapCbKOro 3acoby
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Homep

Ne
n/n

Hassa
NliKapcbKo20

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o
nocsioYeHHs

3acoby

(He3HayHa 3miHa y npoueci BUpobHMLTBA) -
3MiHM Y BUPOBHMYOMY NpoLLeCi FOTOBOro
nikapcbKoro 3acoby Ha cTafisx: NpoCitoBaHHSA
[LOMNOMiXHMX pevoBuH (Sifting); rpaHynsuis
(Granulation); cywka (Drying); nepemiwyBaHHs
(Blending).

UA/15504/01/01

249.

PECINUKC N®

Tabnetku in bulk: no
5000 Tabnetok y
repMETUYHO 3anasitHnx
noaBiiHNX
nonieTUIEHOBKX
nakeTax

OpraHocuH
Navich
CaeHcus MBT.
nra.

IHAjsA

EBepTomxeH Naiidh
CaeHcus Jliviteq,

IHAis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acooby.
3MiHa y MeTofax BUNpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHM y MeTogax
BMMNpo6yBaHb (BK/OYaoun 3amiHy abo
[OOMNOBHEHHS)) - 3MiHa B MeToAax BUNpobyBaHHs
SIKOCTi FOTOBOrO NiKapCbKoro 3acoby aHaniTMYHol
mMeToAnKn «CynpoBigHI AOMILLKW» ANS Ail0UMX
peuyoBnHM AMBpOKcoy rigpoxnopua, JlopataguH.
[Jowmiwka H i NopaTaguH. IHAMBIAYabHI LOMILLIKW.
KpuTepii NPUAHATHOCTI WOA0 BMICTY AOMILLOK
3a1MWATLCA HE 3MIHHUMWU. 3MiHW | TUNY - 3MiHK 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepil (BkItoUaoun
JianasoH po3mipy cepii) roToBOro Nikapcbkoro
3acoby (36inblueHHs Ao 10 pasiB NOpiBHAHO i3
3aTBEPMAXEHUM PO3MipOM) - 36inbLUEHHSA pPo3Mipy
cepii roToBoro nikapcbkoro 3acoby 3 100 000
Tabnetok Ha 400 000 Ta6neTok. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y

BMPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
roTOBOrO /liKapCbKoro 3acoby, BkIoYaoun
MPOMiXHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NP
BMPOGHMLITBI FOTOBOrO /1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLieci BUpO6HMLTBA) -
3MiHN Y BUPOGHMYOMY NpoLLeCi rOTOBOroO
nikapcbKoro 3acoby Ha cTafisx: NpocitoBaHHS
[LOMOMDKHUX peyoBuH (Sifting); rpaHynsuis
(Granulation); cywwka (Drying); nepemilyBaHHS
(Blending).

6e3 peyenma

UA/7658/01/01

250.

PUHUT®

TabneTku, BKpUTI
060/10HKO0, No 150 Mr
no 10 TabneTtok y
cTpuni; no 1 a6o 10
CTPWMIB B KAPTOHHIA
Kopoo6Li

KYCYM
XENTXKEP
MBT NTA

IHais

KYCYM XE/NTXKEP
nBT NTA

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:
3MiHW | TUNY - OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHchopmawii LWoA0 3a3HAYEHHA OAUHULID
BUMIipIOBaHHS y cuctemi Sl. BHeceHHs1 3MiH go
po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA. BignosigHo o0 3aTBepXEHOro
TEKCTy MapKyBaHHs. BBefleHHA 3MiH NpoTAroM 6-x

MicsiLiB NiCNs 3aTBEPAKEHHS

3a peyenmom

UA/13299/01/01

251.

POMA3UK

TabneTkn, BKPUTI

NNiBKOBOK

PapmaLesTny

Monbwa

HWUIA 3aBOA,

dapmMaLeBTUYHWIA
3aBoj,

Monbwa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:

3MiHM | TMNY - 3MiHWM BHECEHI 10 iIHCTPYKLii Ans

3a peyernmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
060/10HKOI0, N0 5 ™r; "MONb®APM "Monbchapma” C.A. MeJ[MYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
no 10 Tabnetok y A" C.A. po3ain "Mo6iyHi peakuii” BigNOBIAHO O OHOB/IEHOT
6nicTepi; no 3 iHchopMmawii 3 6e3nekun fjtoyoi pevyoBnHN
6nicTepy B KApPTOHHIl
KopoobLi
252. | POMA3UK TabneTku, BKpUTI dapmaveBTny MonbLwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/13299/01/02
NNiBKOBOIO HWIA 3aBOA, 3aBop, 3MiHW | TUNY - 3MiHW BHECEHI [0 iHCTPYKUii ANns
060/10HKO10, N0 10 wmr; "MONb®APM "Monbgapma” C.A. MeAMYHOro 3aCTOCYBaHHS NMikapCbKoro 3acoby y
no 10 TabneTtok y A" C.A. po3gin "MobiuHi peakw,ii" BigNOBiAHO A0 OHOBNEHOI
6nicTepi; no 3 iHchopMmaLii 3 6e3nekun gjtoHoi pevyoBUHU
6nicTepy B KapPTOHHIl
Kopoo6Li
253. | POMA3UK TabneTkn, BKpUTI dapmaLeBTuy Monbua dapmaveBTUYHUI Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/13299/01/03
nniBKOBOO HWi1 3aBOf, 3aBog, 3MiHV | TUMY - 3MiHW BHECEHI A0 IHCTPYKLT Ans
060/10HKO10, No 20 wmr; "MONb®APM "Monbapma” C.A. MeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
no 10 TabneTtok y A" C.A. po3gain "MobiuHi peakwii” BigNOBiAHO A0 OHOBMEHOI
6nicTepi; no 3 iHchbopMmalii 3 6e3nekun fjtoyoil pevyoBnHN
6/1icTepy B KAPTOHHIM
KopoobLi
254. | POMA3UK TabneTku, BKpUTI dapmaveBTny MonbLwa dapmMaLeBTUYHUIA Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/13299/01/04
NNiBKOBOKO HWIA 3aBOA, 3aBog, 3MiHM | TUMY - 3MiHW BHECEHI A0 IHCTPYKLii Ans
060/10HKO10, Mo 40 wmr; "MONb®APM "Monbchapma” C.A. Me[IM4YHOr0 3aCTOCYBaHHS NiKapCbKoro 3acoby y
no 10 TabneTtok y A" C.A. po3gin "MobiuHi peakwyii" BigNoBigHO A0 OHOBNEHOI
6nicTepi; no 3 iHchopmawii 3 6e3nekun fjtoyoi pevyoBnHU
6nicTepy B KapPTOHHIl
Kopoo6Li
255. | CAHAIMYH Kancynm m'saki no 10 HoBaprTic LLiBefiuapi KataneHt Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a peyenmom UA/3165/01/01
HEOPAN® mr, no 10 kancyny dapma Al a HimeyunHa E6epbax CnoseHis/ 3MiHM | TUNY - BHECEHHSA 3MiH [0 po3ainy
6nicTepi; no 6 mM6X, HimeuunHa LLseiuapis “MapkyBaHHsa" MKA J13”: 3anponoHoBaHo:
6nicTepiB y KAPTOHHIl (BMpPOGHMLTBO MapkyBaHHs. 3rilHO 3aTBEP)KEHOr0 TEKCTY
KOpo6Li Hepo3dacoBaHoI MapkyBaHHS. OHOBMIEHHS TEKCTY MapKyBaHHSA
NPOAYKLUIT, KOHTPO/Ib yNakKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
akocTi); ek iHchopmawii LWoAo 3a3HaYEHHS OAUHULb
hapmacbloTvKanc BUMIPIOBaHHSA Y cuctemi Sl. BBeieHHSA 3MiH
4.4., BUpobHnya NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
AinbHnusa Nenpasa,
CnoBeHisa (nepBuHHe
Ta BTOPUHHE
nakyBaHHs);
HosapTic ®apma
'm6X, HimeuunHa
(Bunyck cepi);
HosapTic ®apma
LTelin AT,
LLBeiuapis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/b SIKOCTI,
BUNYyCK cepii)

256.

CAHAIMYH
HEOPAN®

Kancynm m'ski no 25
Mr, Nno 5 Kancyny
6nictepi; no 10
6nicTepiB y KAPTOHHIN
Kopoo6Li

HosaprTic
®apma Al

LLsenuapi
a

KatasieHt
HimeuyunHa E6epbax
'M6X, HimeuunHa
(BpPOGHMLTBO
Hepo3dhacoBaHo|
NPOAYKLIT, KOHTPO/Ib
AKOCTI); Jlek
hapmacbloTKasc
4.4., BupobHuya
AinbHUUS NleHaasa,
CnoBeHis (nepBuHHe
Ta BTOPUHHE
nakyBaHHs);
Hosaprtic ®apma
M6X, HimeuunHa
(Bunyck cepil);
Hosaprtic ®apma
LTeiiH AT,
LLBeiuapis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BMNYyCK cepii)

Himeuuunna/
CnoseHis/
Lseiiuapis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:

3MiHW | TUMY - BHECEHHSA 3MiH [0 pOo3ainy
“MapkyBaHHa” MKA /13" 3anponoHoBaHo:
MapkyBaHHS. 3rigHO 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHSA
YMakoBKM NiKAPCbKOro 3ac00y 3 BHECEHHAM
iHchopmawii LWoA0 3a3HaYEHHS OAUHULIb
BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHA 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS

3a peyernmom

UA/3165/01/02

257.

CAHAIMYH
HEOPAN®

Kancysm m'ski no 50
Mr, no 5 kancyny
6nictepi; no 10
6/1icTepiB Y KapTOHHIN
Kopoo6Li

HoBapTic
®apma Al

LLiseliyapi
a

KaTaneHt
HimeuyunHa E6epbax
M6X, HimeuunHa
(BUPOGHMLTBO
Hepo3dhacoBaHol
NPOAYKLT, KOHTPO/b
SKOCTI); Jlek
hapmacbloTKasc
A.4., BUpobHuya
AinbHnUA Nenpasa,
CnoBeHis (nepBuHHe
Ta BTOPUHHE
nakyBaHHs);
Hosaprtic ®apma
M6X, HimeuunHa
(Bunyck cepii);
Hosaprtic ®apma
LTeiiH AT,
LLIBeliyapis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHS,

HimeyuunHa/
CnoseHis/
LBeliuapis

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHM | TUMY - BHECEHHSA 3MiH [0 po3ainy
“MapkyBaHHa” MKA /13" 3anponoHoBaHo:

MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA
YNakoBKW NiKaPCbKOro 3ac00y 3 BHECEHHAM
iHhopmauii Wwoao 3a3Ha4eHHs OAUHMLb
BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHSA 3MiH
NpoTArom 6-Tn MiCALIB NicNa 3aTBEPAKEHHS

3a peyenmom

UA/3165/01/03
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk KpaiHa

BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/b SIKOCTI,
BUNYyCK cepii)

258.

CAHAIMYH
HEOPAN®

Kancynm m'aki no 100
Mr, Nno 5 Kancyny
6nictepi; no 10
6nicTepiB y KAPTOHHIN
Kopoo6Li

HosaprTic
®apma Al

LLsenuapi
a

KatasieHt
HimeuyunHa E6epbax
'M6X, HimeuunHa
(BpPOGHMLTBO
Hepo3dhacoBaHo|
NPOAYKLIT, KOHTPO/Ib
AKOCTI); Jlek
hapmacbloTKasc
4.4., BupobHuya
AinbHUUS NleHaasa,
CnoBeHis (nepBuHHe
Ta BTOPUHHE
nakyBaHHs);
Hosaprtic ®apma
M6X, HimeuunHa
(Bunyck cepil);
Hosaprtic ®apma
LTeiiH AT,
LLBeiuapis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BMNYyCK cepii)

Himeuuunna/
CnoseHis/
Lseiiuapis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHW | TUMY - BHECEHHSA 3MiH [0 pOo3ainy
“MapkyBaHHa” MKA /13" 3anponoHoBaHo:

MapkyBaHHS. 3rigHO 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHSA
YMakoBKM NiKAPCbKOro 3ac00y 3 BHECEHHAM
iHchopmawii LWoA0 3a3HaYEHHS OAUHULIb
BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHA 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS

3a peyernmom

UA/3165/01/04

259.

CAHOPWH-
ANEPIro

cnpeit HazanbHWiA,
po3uuH, 1 mr/mn no 10
My doNakoHi 3
HarByHYeHUM
posnunioBayem; no 1
N1aKoHy B ynakosLii

"KcaHTic
Papma
Nimiten"

Kinp

[aneHikym Xenc, Icnanis
C.J1., IcnaHis
(chiziKo-XiMiYHWIA
KOHTPO/b Cepil,
BUNYyCK cepii);
€spochiHc
Biochapma Mpogakt
TecTiHr CneiiH,
C.N1.10., Icnanis
(mikpobionoriuHmin
KOHTPOnNb cepif);
CAIl
MaHtohekuypiHr,
C.J1.10., IcnaHis
(BpO6HMLTBO
rOTOBOT NiKapCbKoi
dhopMK, NepBuUHHE
Ta BTOPVHHE
nakyBaHHs1,
KOHTPO/b cepil,
BUMNYCK cepii)

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHM | TUMY - OHOB/EHHS TEKCTY MapKyBaHHS
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHhopmauii WwoAo 3a3Ha4eHHs OAUHMLb
BUMIPIOBaHHSA y cuctemi Sl. BBeieHHSA 3MiH
NpoTArom 6-Tn MicALIB NicNa 3aTBEPAKEHHS

6e3 peyenma

UA/17780/01/01

260.

CAPOTEH

TabNeTKN, BKPUTI

JlyHabek

[JaHis

EypodgiHc Biochapma [aHis

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais:

3a peyenmom

UA/2207/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nniBKOBOIO Ekcnopt A/C MpopakT TecTiHr 3MiHM | TUNY - NogaHHA oHoBeHoro CepTudiikaty
060/10HKO10, M0 25 Mr, [enmapk A/C, OaHis BiANoBigHOCTI EBponeiickkili hapmakonei RO-CEP
no 100 TabneTok y (B1npobyBaHHs 3a 2013-281-Rev 01 (nonepeaHs sepcis RO-CEP
KOHTeliHepi; no 1 NoKa3HUKOM 2013-281-Rev 00) Big BXe 3aTBEpAKEHOTO
KOHTeliHepy B "Mikpo6ionoriuHa BUpo6HuKa Dipharma Francis S.R.L. gna Adl
KapTOHHI KOpOOL; yncrorta"); X. amiTpUNTUAIHY Tigpoxaopuay
Nynpbek A/C, faHis
(BUPOGHULTBO
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs, BUNYyCK
cepii)
261. | CUTHILE® Kpanni o4Hi 0,5 % no 5 CEHTICC IHais CEHTICC ®APMA IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/12551/01/01
My d1akoHi - PAPMA NBT. NTA. 3MiHV | TUMY - OHOBMEHHS TEKCTY MapKyBaHHS
KpanenbHuui, no 1 Mpaviset YNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
hnakoHy B nayui 3 NimiTen iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
KapTOHY BVMIiptOBaHHA y cuctemi Sl. BBegeHHs 3MiH
NpoTArom 6-Tu MicsLIB NicNsa 3aTBepAXEHHSA
262. | CUNIBOP kancynu no 140 mr, no ToBapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: be3 peyenma UA/5114/02/01
MAKC 10 kancyn y 6nicTepi; 06MEXEHO BMPOBGHMLTBA, 3MiHM | TMny - 3MiHK WoAo 6e3nekn/ed)eKTUBHOCTI
no 2 a6o 4 6nictepn y BignoBigasIbHi KOHTPO/b SIKOCTI, Ta hapmakoHarnsaay (iHwi 3miHW) - BHECEHHS 3MiH
KapTOHHi KopobLyi cTio BUMNYCK cepil: o posginy “MapkysaHHa” MKA /13: 3aTBepaxeHo:
"papmaueBTu ToBapucTBo 3 MAPKYBAHH#A BignoBigHO A0 3aTBEPAYKEHOTO
YHa KoMMaHis 06MeXeHoI TEKCTY MapKyBaHHS, L0 AOAA€ETLCSA.
"3p0pos'a” BiANOBIAAILHICTIO 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
"dapmaLeBTnyHa 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS
KomnaHis TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby
"3popos'a”, 3 BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHs
YkpaiHa; OAVHVLB BUMIPIOBaHHS y cuctemi Sl. BBegeHHs
BCi cTagii 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPXKEHHS.
BMPOGHULITBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXeHOI0
BiANOBIAA/TbHICTIO
"®APMEKC IPymn",
YKpaiHa
263. | CUTEHA TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/17815/01/01
nniBKOBOKO 3MiHW | TUNY - BHECEHHSA 3MiH [0 po3ainy
060/10HKOI0, N0 50 Mmr, «MapkyBaHHsA» MKA J13; 3anponoHosaHo:
no 10 TabneTtok y MAPKYBAHHSA 3rigHoO 3aTBEpAKEHOrO TEKCTY
6nicTepi, no 3 abo 6 MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
6nicTepiB y naui yNakoBKM MIKAPCbKOro 3acoby LL0A0 3a3HauYeHHs
MDKHaPOAHMX NO3HAYeHb OAMHNLb BUMIPIOBAHHS.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
264. | CUTEHA TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/17815/01/02
nniBKOBOIO 3MiHM | TUNY - BHECEHHSA 3MiH [0 po3ainy
060/10HKO0, N0 100 Mr «MapkyBaHHsA» MKA J13; 3anponoHoBaHo:
no 10 TabneTtok y MAPKYBAHHSA 3rigHO 3aTBEpA)KEHOrO TEKCTY
6nictepi, no 3 a6o 6 MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
6nicTepiB y naui YMakoBKM MIKAPCbKOro 3acoby LL0A0 3a3HauYeHHs
MDKHapOAHWX NO3HAYeHb OAVHNLb BUMIPIOBAHHS.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS
265. | CIHEMPA TabneTkn, BKpUTI HOBEN INAY TypeyunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/15696/01/02
NNiBKOBOWO CAHAI BE a CAHAI BE 3MiHM | TUMNY - BHECEHHS 3MiH 0 Po3ainy
060/10HKO0, No 50 Mr TIIKAPET TIOXKAPET A.LL. “MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
no 4 Tabnetkn y A.LL. MapkyBaHHSA 3rigHO 3aTBEPAXEHOro TEKCTY
6nictepi; no 1 MapkyBaHHS. OHOBMIEHHSA TEKCTY MapKyBaHHSA
6nicTepy y KapTOHHIN yNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
ynakosui; no 1 iHbopmauii Wwoao 3a3HavYeHHs OAUHULb
Tabnetui y 6nictepi; BUMIPIOBaHHSA y cuctemi Sl. BBeeHHSA 3MiH
no 1 6nictepy y NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS
KapTOHHI ynakoBLi
266. | CIHEIMPA TabneTkn, BKpUTI HOBEN INAY TypeyunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/15696/01/03
NNiBKOBO CAHAI BE a CAHAI BE 3MiHV | TUNY - BHECEHHS 3MiH A0 po3ainy
060/10HKO10, Mo 100 mr TIOKAPET TIOXKAPET A.LL. “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
no 4 Tabnetkn y A.LL. MapkyBaHHSA 3riHO 3aTBEPAXEHOr0 TEKCTY
6nicTepi; no 1 MapKyBaHHs. OHOB/IEHHSA TEKCTY MapKyBaHHS
6ricTepy y KapTOHHiN yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
ynakosLi; no 1 iHbopmaLii Wwoao 3a3Ha4YeHHS OAUHULb
Tabnetui y 6nictepi; BUMIiptOBaHHA y cuctemi Sl. BeefeHHs 3MiH
no 1 6nictepy y NPOTSArom 6-Ty MiCAILB MiCNsi 3aTBEPAKEHHS
KapTOHHI ynakoBLi
267. | CIHEIFPA TabneTku, BKPUTI HOBEN INAY TypeuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/15696/01/01
NNiBKOBOO CAHAI BE a CAHAI BE 3MiHV | TUNY - BHECEHHS 3MiH A0 po3Ainy
060/10HKOI0, N0 25 Mr TIOXKAPET TIOKAPET A.LL. “MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
no 4 Tabnetkny A.LL MapkyBaHHs 3rifHO 3aTBEPAXEHOro TEKCTY
6nicTepi; no 1 MapKyBaHHsA. OHOB/IEHHS TEKCTY MapKyBaHHS
6nicTepy y KapTOHHii YMakKoBKU /TiKaPCbKOro 3ac0by 3 BHECEHHAM
ynakosLi; no 1 iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
Tabnetui y 6nictepi; BVMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH
no 1 6nictepy y NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
KapTOHHI ynakoBLi
268. | CKNOBUAHE PO34MH AN181 iH'EKLA No TOB "®3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/2189/01/01
TINo 2 mn B amnyni, no 5 "BIO®PAPMA BIO®APMA" 3MiHM | TUNY - 3MiHa peakTnBy y MeToauL,i
amnyn y 6nictepi, no 2 KOHTPO/I0 NokKasHuka «lgeHTudikauis. Kucnota
6nicTepun B nauui 3 rianypoHoBax»; BBefeHHs 3MiH NpoTArom 3-X
KapTOHY MiCALiB NicNsA 3aTBEPAYKEHHS; 3MiHW | TuMny - 3mMiHa
BHOCWTbCS Y 3B’A3KY i3 OHOB/IEHHAM
pO3paxyHKOBOi hOPMY/IN 3@ MOKA3HUKOM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
"KinbkicHe B13HaueHHs". BBeAeHHS 3MiH NpOTArom
3-x MicsILiB nicns 3aTBEPKEHHS
269. | CKNOBUAHE PO34MH ANs iH'EKL MO TOB "®3 Ykpaina TOB "o3" Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyenmom UA/2189/01/01
TINo 2 mn B amnyni, no 5 "BIOPAPMA" BIO®APMA" 3MiHW | TUMY - BHECEHHSA 3MiH [0 pOo3ainy
amnyn y 6nictepi, no 2 “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
6nicTepu B nauui 3 MAPKYBAHH#. BignoBigHo A0 3aTBEPAKEHOTO
KapTOHY TEKCTy MapKyBaHHA. OHOBJ/IEHHSI TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHchopMmalii LLoAO 3a3HaYeHHS
OOMHVLB BUMIPIOBaHHA Y cucTemi Sl. BBegeHHs
3MiH NPOTArom 3-X MICALIB NiCNsA 3aTBEPLKEHHS
270. | CKPIMNTA Maca nogpioHeHa NAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: - UA/13760/01/01
(cybcTaHuis) cymiw "Ximthapm3as "Ximthapm3asop 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
POC/NHHOT NiKapCbKOi of "YepsoHa "YepsoHa 3ipka" Ha3sun APl abo A0NOMIKHOT PEYOBUHK 3MiHa Ha3BK
CMPOBUHM Y MilLIKax 3ipka” cybcTaHuii: 3atBepakeHo: KNIMAMIH®
naneposux s 3anponoHosaHo: CKPIMTA
BMPOGHULTBA
HeCTepusIbHNX
nikapcbknx dhopm
271. | COPLE®® rpaHynn ans opanbHoi | AJIKANIOIL AL | Pecny6nik AJIKANOIL AL Pecny6nika BHECEHHS 3MiH 0 peecTpaLiiiHiX MaTtepianis: 3a peyenmom UA/11157/01/01
cycneHsii, 100 mr/5 Ckon'e a MNiBHi4yHa Ckom'e MiBHiYHA 3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. 3MiHa
Mn; ansa 60 mn MakefioHis MakefoHist HaliMeHyBaHHs Ta/abo agpecy 3asiBHUKA
cycnensii: no 32 1 (BnacHuKa peecTpaLiiiHoro nocBigYeHHs). 3miHa
rpaHynaTy y dsiakoHi 3 Ha3Bw Ta agpecu 3aaBHuka 3. 3minu | Tuny -
na1acTMacoBoto AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
MipPHOIO JTOXKOIO B Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
KapTOHHI kopobuy; BMPO6HUKa/iMnopTepa roToBoro /likapCbkoro
ons 100 mn cycnewsi: 3aco0by, BK/IYaum AinbHUL BUNYycky cepii abo
no 53 r rpaHynAty y MiCLie NpOBEeAEHHS KOHTPO/IO AKOCTI. (AIS/IbHICTb,
chnakoHi 3 3a AKy BiAnoBigae BUPOGHMK/iMNopTep,
n1acTMacoBoio BK/TIOHAI0UM BUMNYCK Cepiii). 3MiHa Ha3BK Ta agpecu
MipHOHO JTOXKOIO B BUpo6HMKa /13, 6e3 3MiH1 Micust BUpobHMLUTBA.
KapTOHHI Kopo6Li 3miHu | Tvny - 3miHn Wwoao 6e3nekn/eddeKTUBHOCTI
Ta papmakoHarnsagy (iHwi 3miHun). BHeceHHs 3MiH
[0 po3ainy «MapkyBaHHs» MKA N13:
3arBepKeHo: MapkyBaHHA ynakosku. Hagaetbes.
3anponoHoBaHo: MapKyBaHHS yrnakoBku. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/EHHS
TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby
3 BHECEHHSAM iHhopmMaLii LWoao 3a3HauYeHHs
OAVHVLb BUMIpOBaHHSA y cuctemi Sl.
272. | CY/IbUE® NOPOLLIOK A1 PO3UNHY Mepokemi Kinp Mepokemi T4 Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a peyenmom UA/11158/01/01
onsiH'ekuiino 1 r/lr, nTa (3aBog C) 3MiHM | TUNY - BHECEHHSA 3MiH [0 po3ainy
1 a6o 10, abo 50, abo «MapkysaHHs» MKA /13: 3anponoHosaHo: TEKCT
100 donakoHiB 3 MAPKYBAHHSA. 3rigHo 3aTBEPAXEHOrO TEKCTY
NOPOLLIKOM B MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHSA
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI Kopo6Ly

YNaKoBKM /TiKapCbKOro 3aco6by 3 BHECEHHAM
iHhopmaLii WoAo 3a3HaYeHHS OAUHULb
BVMIiptOBaHHA y cuctemi Sl. BBefgeHHs 3miH
npoTsArom 3-X MicsLiB nicsis 3aTBepAKEeHHs

273.

CYDEP®

pO34MH Ans
BHYTPILUHbOBEHHMX
iH’ekuiii, 20 mr/mn; no
5 mn a6o no 10 mn,
abono20 mny
(hNaKoHi CKNAHOMY; MO
1 donakoHy y nauui 3
KapToHy; No 5 mn B
amnyni CksHIi; no 5
amnysn y KOHTYPHiiA
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHIW
YapyHKOBIli ynakoBLji y
nauui 3 kapToHy; no 5
MY do/1aKoHi
CKsiHoMYy; no 1
h1akoHy B KOMMNIEKTI
3 1 KOHTeliHepom no
100 mn 3
PO3YMHHUKOM (PO3UMH
HaTpito xnopuay—
ContoBeH, 9 mr/mn) y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji y nayui; no
10 mny donakoHi
CKsiHoMYy; no 1
h1akoHy B KOMMEKTI
3 1 KOHTeliHepom no
100 mn 3
PO3YMHHUKOM (PO3UMH
HaTpito xnopuay—
ContoBeH, 9 mr/mn) y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLj y nayi

TOB "tOpisi-
Papm"”

YkpaiHa

TOB "HOpis-Papm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMY - BHECEHHS 3MiH A0 PO34iny
“MapkyBaHHs" MKA J13: 3anponoHoBaHo:

MapKyBaHHs. 3rifiHO 3aTBEPA)KEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
YNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHhopmaLii WwoA0 3a3HaYEHHS OAUHULb
BVMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH
NPOTArom 6-Tv MiCALiB MiCNs 3aTBEPIKEHHS

3a peyenmom

UA/13269/01/01

274,

TAIPICCO

TabneTkn, BKpUTI
nniBKOBOO
060/10HKO10, MO 40 Mr
no 10 TabneTtok y
6nictepi; no 3
6/1icTepun Y KaPTOHHIW

ACTPA3EHEK
A ABb

Lseuis

AcTpa3eHeka Ab

Lseuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:
3MiHY Il TUny - 3MiHW BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA NiKapCbKoro 3acoby Ao
po3giny "®apmMakosiorivyHi BNacTMBOCTI" Bi4NOBIgHO
00 faHux gocnimkeHHs D5160C00007 (FLAURA).
BBegeHHs 3MiH NpOTAroM 6-Tu MicALiB nic/is

3a peyenmom

UA/16232/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KopooLi 3aTBEPXEHHS; 3MiHM Il TUMy - 3MiHW BHECEHO 0
IHCTPYKLUIT ANA MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny "Mo6iyHi peakui”.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS
275. | TATPICCO TabneTkn, BKPUTI ACTPA3EHEK LLIBeuis AcTpa3eHeka Ab LBeuis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a peyernmom UA/16232/01/02
NNiBKOBOKO A Ab 3MiHu |l TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT AN
060/10HKOI0, M0 80 Mr MeAMYHOro 3acTOoCyBaHHSA NMikapCbKoro 3acoby Ao
no 10 TabneTtok y po3giny "®apmakonoriyHi BnactmeocTi" BiANOBIAHO
6nicTepi; no 3 [0 JaHux gocnimxkeHHsa D5160C00007 (FLAURA).
6nicTepy y KapTOHHil BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
Kopoo6Li 3aTBEPMKEHHS; 3MiHM Il TNy - 3MiHW BHECEHO 0
IHCTPYKLUIT A8 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ziny "Mo6iyHi peakuii™.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
276. | TAMCYNI4, Kancynu 3 My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/16198/01/01
MoauchikoBaHM akuioHepHe akuioHepHe 3MiHK | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
BWBINIbHEHHAM no 0,4 TOBapWCTBO TOBap1CTBO yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
mr no 10 kancyn B "HaykoBo- "HaykoBo- iHchopMmawii LWoA0 3a3HaYEHHA OAUHULIb
6nicTepi; no 3 BMPOGHNYMI BUPOOHNYNI LLEHTP BUMIipIOBaHHS y cuctemi Sl. BHeceHHs1 3MiH go
6nicTepy B navi LeHTp "BopLyariBcbKuii po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
"BopLyariscbk Ximiko- MapkysaHHs. BignosigHo fo 3aTBepakeHoro
WA XiMiKo- hapmaueBTUUHWIA TEeKCTY MapKyBaHHs1. TepMiH BBeAEHHS 3MiH
hapmaueBTny 3aBog" NPOTArom 6 MiCALiB Micna 3aTBepKEHHS
HWiA 3aBog"
277. | TA®EH® cnpeii HazasbHUiA, CaHpo3 CnoBeHis Nex CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/7386/01/01
HA3A/b cycneHsis, 50 dapmachbloTika dapmaueBTMYHA 3MiHM | TUMY - HE3HAYHI 3MiHN Y MeToAax
MKr/go3a no 10 mn n3 a.a. KoMnaHisa g.4. BUMNPOOBYBaHHS 3a MNOKA3HUKOM KiflbKicHe
(200 £03) y hnakoHi; BM3HAYEHHS Ajl040T peyoBrHK, a came
no 1 chnakony B NPUroTyBaHHS PO3YNHY 4719 BUNPOOYBaHHSA
KapTOHHI KopooLli (3aTBEPMAKEHO: KifIbKICHE BU3HAYEHHS AitoHol
PEeYOBUHN NMPOBOAATL OKPEMO Y KOXHOMY 3 5
chnakoHiB /13 i noBigomneHnii pesynbTar €
cepefHiM aAna 5 donakoHiB; MPONOHOBAHO:
NpUroTyBaHHs 06 eAHaHOro 3paska 3 10 dakoHis.
Mepen 06" egHaHHAM BMICTY KOXHUIA ¢hriakoH
peTenbHO CTPYLUYIOTh). TakoX MeTog,
BMNPOGYBaHHS [OMNOBHEHO OHOB/IEHMMU 3paskamm
XpomaTorpam; 3MiHu | TUMy - He3HauHi 3MiHN Y
MeTax BUNPO6YBaHHSA 3a NOKa3HUKOM CynpoBigHi
[LOMILLKW, MPOAYKTU Aerpagadii, a came y
3aTBEPKEHNX MeTOoAaxX BUNPO6YyBaHHA OnncaHo 3
napameTpu A5 OLiHK1 NPUAATHOCTI
xpomarorpadivHoi cuctemu (RSD 6yaeconung,




136

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
po3ainbHa 34aTHICTb MK GyAeCOHILOM/LeCoHIg0oM
(R 6ypecoHuna/necoHns), po3gifibHa 34aTHICTb M
AecoHigom/nponinnaparigpokcnéeHsoatom (PHB)
(R geconna/PHB). [1ns ouiHkn po3ginbHOT
3[1aTHOCTI MiX
AecoHigom/nponinnaparigpokcnéeHsoatom (PHB)
npuroTysaHHA po3ynHy PHB nponoHyeTbea
fopjatun fo onucy metody. Kpim Toro fo cnmcky
peareHTiB A04aHO poboumnii cTaH4AaPTHMI 3pa3ok
nponinnaparigpokcubeHsoaTty. OHOBEHO 3paskun
XpomaTorpam B MeToAax BUNpoGyBaHHS; 3MiHu |
TUMY - HE3HAYHI 3MiHW Y MeTax BUNpobyBaHHSA 3a
NMOKa3HUKOM CYNpOBIAHiI AOMILLK/, MTPOAYKTU
JAerpagadjii, a came NPoNoHYeTLCS A0AATU A0
onucy MeToAukn 06°em hinbTpaTy, Akui
BUAAIAETLCA Nif Yac NPUroTyBaHHA Ta
hiNbTPyBaHHA CTAHAAPTHOTO PO3UMHY, PO3UNHY
[ON15 BU3HAYEHHS PO34iNbHOT 34aTHOCTI, PO3YNHY
Ans BUNpobyBaHHs
278. | TA®/IOTAH® Kpanni ouHi, 15 CaHTeH AT PiHNAHAIA Hekctdapma AT, PiHNAHAIA BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/9952/01/01
MKr/mn; no 0,3 mny PiHNAHAiA 3MiHW | TUNY - 3MiHA KOHTaKTHUX AaHWX
THOGVK-KpanenbHuLj; (BMPOGHYMK YNOBHOBaXeHOi 0cobu, BiANOBifa/IbHOT 38
no 10 To6uk- BiAnoBiganbHUii 3a thapmakoHarnsg. 3mMiHa KOHTakTHOI 0co6u
KpanenbHULb y nakeTi BMPOGHULITBO in YNOBHOB&XEHOI 0CO6M 3asBHVKa, BignoBiganbHOT
i3 donbru; no 3 bulk, nepsuHHe Ta 3a (papmakoHarnsg, B Ykpaini. lNponoHosaHa
nakeTu B KapTOHHIiA BTOPWHHE pepakuif: CaByeHKo AMuUTpo.
Kopoo6Li nakyBaHHs, 3MiHa KOHTaKTHUX AaHNX KOHTaKkTHOI 0co6u
KOHTPO/1b SKOCTI); YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBigansHOT
CaHTeH AT, 3a (hapmakoHarnsg B YkpaiHi. 3miHa
DiHNAHLIA MicLle3HaxoMKeHHs1 MacTep-chaiina cuctemm
(BUPOGHNK, hapmakoHarnsgy. 3miHa Micus 34iACHEeHHS
BiAnoBiganbHUii 3a OCHOBHOI AifsNbHOCTI 3 hapmakoHarnsgy
BWMYCK cepil)
279. | TIAMIHY PO34MH AN iH'EKL, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a peyenmom UA/5489/01/01
XnopPwna- 50 mr/mnno 1 mnB "GapmaueBTu "®apmaueBTnyHa 3MiHW | TUNY - BHECEHHS 3MiH A0
AAPHULUA amnyni; no 5 amnyny YHa hipma ipma "AapHuua" Cneuudpikauii/MeTogis BunpobysaHHsa AP| TiamiHy
(BITAMIH B1- KOHTYPHIlA YapyHKOBIlA "NapHuus” rigpoxnopua, Bupo6HuyTea Jiangxi Tianxin
OAPHULSA) ynakosLii, rno 2 Pharmaceutical Co., Ltd., China, 30kpema:
KOHTYPHI YapyHKOBI [o[aBaHHA HOBOro NokasHvka "bakTepianbHi
yNakoBKM B NauLyi €HAO0TOKCMHN" 3 BiANOBIZHUMW KPUTEPISIMUN
NpUAHATHOCTI (MeHwe 3,5 MO/Mr) Ta BiANoBIgHWM
MEeTOZ0M BUNPOBYBaHHSA
280. | TPABAIMPECC Kpansi O4Hi, PO34uH, K.T. PymyHis K.T. Pomdrapm PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/16538/01/01
POM®APM 0,04 mr/mn, no 2,5 mn POM®APM KomnaHi C.P.J1. 3MiHM | TUMNY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
y nonieTuneHoBomy KOMIMAHI YMakKoBKM /IIKAPCbKOT0 3aC00y 3 BHECEHHAM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dhnakoHi 3 Npo6Koto- C.P.N. iHchopMmawii LWoA0 3a3HaYEHHS OAUHULb
KpanesibHuLeto; no 1 BUMIPIOBaHHSA y cuctemi Sl. BBeieHHS 3MiH
hNaKoHy y KapTOHHIi NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
Kopoo6Li
281. | TPOMBO®/HO niodpinizoBaHwii Bxapat IHais Bxapat Cipamc eHp, IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyenmom UA/16785/01/01
KC NOPOLLOK AN1A Cipamc eHp, BakuuHc Nimiteq, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0cobun
NpUroTyBaHHA BakuuHc 3asBHMKA, BiANOBIAANLHOI 38 34iCHEHHSA
PO3UUHY ANS iH ek Nimiteq, IHAiA thapmakoHarnagy: lNponoHoBaHa pegakuis: Ap.
no 750000 MOy Mpasita Aaas / Dr. Pravita Yadav. 3miHa
donakoHax Ne 1 KOHTaKTHUX JaHnX yNMOoBHOBaXKeHOI ocobw,
BiANOBIAA/IbHOI 32 34iicCHEHHA ddapmakoHarnsgy
282. | TPOMBO®/O niodpinizoBanuii Bxapart IHAis BxapaTt Cipamc eHf IHAjis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/16785/01/02
KC NOPOLLOK A/15 Cipamc eHp, BakuuHc Nimiteq, 3MiHM | TUNY - 3MiHa YNOBHOBaXEHOT 0CO6M
NpUroTyBaHHs BakuyHc 3aABHUKA, BiAMOBIAa/IbHOI 3a 3A4iAICHEHHS
PO3UMHY ANA iH EKLA Nimiten hapmakoHarnsagy: NponoHosaHa pegakuis: Ap.
no 1500000 MO y Mpagita Agas / Dr. Pravita Yadav. 3miHa
hnakoHax Ne 1 KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0coby,
BiANOBIAA/IbHOI 3a 34ilicCHEHHNA hapmakoHarnsgy
283. | TPOMBO®/IKO | niodpinizoBaHwit Bxapar IHAjs Bxapat Cipamc eHg IHAjs BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: - UA/16784/01/01
KC NOPOLLOK A/1A Cipamc eHp, BakuuHc Nimiteq, 3MiHuM | TUNY - 3MiHa YNOBHOBaXeHOT 0cobun
NpUroTyBaHHsA BakuuHc 3aABHUKA, BiAMOBiAa/IbHOI 3a 34iAICHEHHS
PO3UUHY ANS iH EKLii Niviteq hapmakoHarnsgy: NponoHoBaHa pegakuis: Ap.
no 750000 MO in bulk Mpasita Apas / Dr. Pravita Yadav. 3miHa
Ne 200 KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0co6MU,
BIANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsagy
284. | TPOMBO®/HO niogpinizoBaHwii Bxapat IHais Bxapart Cipamc eHp, IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/16784/01/02
KC NOPOLLOK A4/1A Cipamc eHg, BakuuHc Nimiteq, 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0CO6M
NpUroTyBaHHs BakuuHc 3as1BHIKA, BignoBiaa/bHOI 3a 34jiCHEHHS!
PO3UUHY NSt iH ekt NimiTen thapmakoHarnagy: MNMponoHoBaHa pegakuis: Ap.
no 1500000 MO in Mpasita Apas / Dr. Pravita Yadav. 3miHa
bulk y donakoHax Ne KOHTaKTHUX JaHWX YMOBHOBaXXEHOT 0cobwu,
200 BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
285. | YPOHE®POH® | renb, no 100 ry Ty6i; AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/11226/01/01
no 1 Ty6i y nauui 3MiHM | TUNy - 3MiHa B Npoueci BUpo6bHULTBa
BHAC/NiJOK BUK/TIOYEHHSI OHOTO 3 peakTopiB,
CTafilo «NPUroTyBaHHS refio» NPoBOASATL B
0HOMY peakTopi B He0bXiAHili NocAiZ0BHOCTI Npu
BCTaHOB/IEHMX NapameTpax TEXHOOMNYHOro
nporpecy; 3miHu | Tuny - po3gin «MikpobionoriyHa
4MCTOTa» AOMOBHEHO NOocUNaHHAM Ha Y, a
TaKOX BUIYHYEHHSI MOBHOTO ONWUCY METOAMKN; 3MiHN
| TUNy - 3MiHM BHECEHI B TEKCT MapKyBaHHS
YNaKoBKM JiKapCbKOro 3acoby LLof0 3a3Ha4YeHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
MDKHaPOAHWUX NMO3HAYEHb OAVHNLb BUMIPIOBAHHS.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS
286. | PAMOTUAVNH Tabnetku no 20 mr; no NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyernmom UA/8118/01/01
10 TabneTok y "KuiBmepnpen "Knismegnpenapar” 3MiHuW | TUNY - NPUBEAEHHS METOAMKM KOHTPOIO
6nictepi; no 2 apar” NoKasHMKa «3a/TMLLIKOBA KiSTbKiCTb OpraHivyHnX
6nictepy y nauui PO3UMHHYKIB» Y AP DaMOTUAMH Y BifNOBIgHICTb
[,0 OHOBMIEHOT MeToAVKN (pipMU-BUPOBHUKa ADI.
[logaHo BrKoprCTaHHA napod)asHoi NpUCTaBKu
287. | ®AHIFAH Tabnetky, in bulk TOB Ykpaina Kycym Xentxkep IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/12274/01/01
Ne10x88: no 10 "Cnentapm Met 114 3MiHW | TUMY - 3MiHW BHECEHI B TEKCT MapKyBaHHS
TabneTtok y 6rictepax; nTaor YyNaKoBKM NiKapCbKOro 3acoby LA 3a3HauYeHHs
no 88 6nictepis y MiDKHapPOAHMX NO3HAYEHb OAMHULb BUMIPHOBAHHS.
KapTOHHi KopobLyi BHeceHHs 3MiH Ao po3giny “MapkysaHHsA" MKA
N3: 3anponoHoBaHo: MAPKYBAHHA. BignosigHo
[10 3aTBEPAKEHOr0 TEKCTY MapKyBaHHSI.
MapkyBaHHs A1s ynakosku in bulk fogaeTbes.
BBegeHHS 3MiH NpOTAroM 6-Tu MicALiB nic/is
3aTBEPAKEHHS
288. | ®AHIFAH Tabnetku, no 4 TOB Ykpaina Kycym Xentxkep IHais/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/7260/01/01
Tabnetkn y 6nictepi; "Cnendapm MNeT NiTg, IHAis; TOB YkpaiHa 3MiHM | TUMY - 3MiHW BHECEHI B TEKCT MapKyBaHHS
no 25 6nictepis y nTaor "KYCYM ®APM", yMakKoBKM MiKapCbKOro 3acoby L0A0 3a3HaUYeHHs
KapTOHHIlA ynakoBLy; YkpaiHa MDKHapPOAHUX NO3HaYeHb OAVHULLL BUMIPHOBAHHS.
no 10 TabneTtok y BHeceHHs 3MiH Ao po3giny “MapkyBaHHS" MKA
6nicTepi; no 10 N3: 3anponoHoBaHo: MAPKYBAHHA. BignosigHo
6nicTepiB Yy KAPTOHHIi [0 3aTBEP)KEHOro TEKCTY MapKyBaHHS.
ynaKkoBLi MapkyBaHHs A5 ynakoBku in bulk fogaeTbcs.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS
289. | ®APMAOUMNIH Kpanni opasbHi 2 %; AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/2556/01/01
® no 5 mn abo 25 mny 3MiHM | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
donakoHi; no 1 YMakoBKM NiKaPCbKOro 3ac00by 3 BHECEHHAM
chnakoHy B navui iHcbopMmawii WoAo 3a3HaYEHHS OAUHULb
BUMIPIOBaHHSA y cuctemi Sl. BBeieHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
290. | ®APMAOUNIH Kpanni opanbHi 2 %; in AT "®apmak” Ykpaina AT "®dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: - UA/8119/01/01
® bulk: no 420 kry 3MiHM | TUMNY - OHOBJ/IEHHS TEKCTY MapKyBaHHS

KOHTelHepax; no 120
Kr y 6oukax

YMakoBKM NiKapPCbKOro 3ac0by 3 BHECEHHAM
iHhopmauii Wwoao 3a3HavYeHHs OAUHULb
BMMIpIOBaHHs y cuctemi Sl. BBeeHHS 3MiH
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NpoTArom 6-Tu MicALIB NiCNs 3aTBEPMKEHHS
291. | ®EKCODACT TabneTku, BKPUTI Mikpo /labc IHais Mikpo Na6c Mimiteq IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/5119/01/01
nNiBKOBOKO NimiTeq 3MiHK | TUNY - BBEAEHHSA A04ATKOBOrO po3mMipy
060n0HkKot0, No 120 Mr cepii roToBOro nikapcbkoro 3acoby.
no 10 Tabnetok y 3anponoHosaHo: 10 00 000 Tabnetok, 3 00 000
6nicTepi; no 1 a6o 3 Tabn1eToK; 3MiHN | TUMY - BHECEHHS HE3HAYHUX
6nicTepy B KApPTOHHIi 3MiH B NpoLeci BUpO6GHMLTBA rOTOBOrO
KopoobLi nikapcbKoro 3acoby, 3o0Kkpema: 3MiHa TEXHIYHOr0
obnagHaHHA 415 NAiBKOBOrO MOKPUTTA
292. | ®EHTABEPA nnactmp AciHo Al HimeuuunH Brpo6HMLTBO HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/15831/01/05
100 MKF/roa, TpaHcAepMasibHUI No a Hepo3cacosaHol 3MiHU | TNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa

100 mkr/rog no 1
nnacTmpy
TpaHcAepMasibHOMY Y
cawe 3 oyHKuieto
3axucTy Bif
BiAKPMBaHHSA AiTbMU;
no 5 caule y KapTOHHil
KOpOOGLii 3 KOHTPONEM
nepLUoro BiAKPUTTA

NPOAYKLUii, NepBNHHA
Ta BTOPMHHA
ynakoBka, KOHTPOS1b
AKOCTi Ta BUMYCK
cepit:

Nyiie Papma AT,
HimeuyuunHa;
Bunyck cepii:
AciHo AT,
HimeuunHa

HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIYaoum
OiNbHAULI BUNYCKY cepii abo MicLe NpoBeAeHHSs
KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/iMMOPTEp, BK/IOYAOUN BUMYCK Cepild) -
3MiHa agpecy BupobHuka N3 flyiie dapma Al
HimeuumHa (BMPOGHMLITBO Hepo3dacoBaHol
NPOAYKLT, NepBMHHA Ta BTOPVMHHA YNakKoBKa,
KOHTPO/Tb SIKOCTi Ta BUMYCK cepii), 6e3 3MiHM Micus
BMPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLil0 AN
MeJMYHOro 3actocysaHHsa /13y p.
"MicuesHaxomkeHHs BUPOGHMKa Ta Moro agpeca
MicUs NPOBaPKEHHS AiS/IbHOCTI" 3 BiAMNOBIAHUMU
3MiHaMU B TEKCTi MapKyBaHHS yNakoBOK.
BBegeHHs 3MiH NPOTAroM 6-x MicsuiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - AGMIHICTPaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
rOTOBOrO JliKapCbKOro 3acofby, BK/IYak4m
AiNbHULI BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPO/IO SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHUWK/IMNOpTEp, He BK/IOYakoUM BUMYCK Cepiid)
BHECEHHS 3MiH 40 MaTepiasliB peecTpauiiHoro
nocbe p. 3.2.P.3.1 Bupo6Huk(1n), a came 3MiHa
afpecu AiNbHULi KOHTPaKTHOI fnabopatopii 3
MikpobionoriyHoro aHanisy Eurofins BioPharma
Product Testing Munich GmbH, Germany, 6e3
3MiHV MiCLi BUPOGHMLITBA: 3aTBEPXKEHO:
Behringstrasse 6, Planegg, 82152, Germany.
3anponoHoBaHo: Robert-Koch-Str. 3a, Planegg,
Bayern, 82152, Germany
BBefeHHs1 3MiH NPOTAroM 6-x mMicsuiB nicns
3aTBEPKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
293. | ®EHTABEPA nnacTtvp AciHo Al HimeuuunH Brpo6HMLUTBO HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/15831/01/01
12 MKr/ropg, TpaHcAepMasbHUI No a Hepo3acosaHol 3MiHu | TUNYy - AOMIHICTPaTMBHI 3MiHW. 3MiHa
12 mkr/rog no 1 nNpoAyKLii, NnepBuHHa HalilMeHyBaHHs Ta/abo agpecu Micud
nnacTupy Ta BTOPVHHA NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
TpaHcAepMasibHOMY Y ynakoBka, KOHTPO/Ib roTOBOrO /liKapCbKoro 3acoby, BKIoYaoun
cale 3 doyHKLi€ AKOCTi Ta BUMNYCK AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
3axuCTy Big, cepii: KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BiAKPUBaHHA AiTbMU; Nyiie dapma AT, BMPOGHUK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepiid) -
no 5 catue y KapTOHHIi HimeuuunHa; 3MmiHa agpecu BupobHuka N3 Nyiie dapma Al
KOpOO6Lii 3 KOHTPONEM Bunyck cepii: HimeuumHa (BMPOGHMLITBO Hepo3dhacoBaHol
nepLUoro BigKpUTTS AciHo AT, NpoAyKLii, NepB1UHHA Ta BTOPUHHA YNaKoBKa,
HimeuunHa KOHTPO/Ib SIKOCTi Ta BUMYCK cepii), 6e3 3mMiHu micus
BMPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKL,il0 4115
MeZMYHOro 3actocysaHHsa /13y p.
"Micue3HaxomkeHHs BUPO6HMKa Ta ioro agpeca
MiCLiAl NPOBaXEHHS AiS/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMK B TEKCTi MapKyBaHHS yNakoBOK.
BBefeHHs 3MiH NpoTArom 6-x MicsAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPO/IO SKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, He BK/IOYaUM BUMYCK Cepiid)
BHECEHHS 3MiH 40 MaTepiasliB peecTpauiiHoro
focoe p. 3.2.P.3.1 Bupo6Huk(n), a came 3miHa
afpecu AiNbHULi KOHTPaKTHOI labopatopii 3
Mikpo6ionoriyHoro aHanisy Eurofins BioPharma
Product Testing Munich GmbH, Germany, 6e3
3MiHM MiCLA BUPOBHULTBA: 3aTBEPAXKEHO:
Behringstrasse 6, Planegg, 82152, Germany.
3anponoHoBaHo: Robert-Koch-Str. 3a, Planegg,
Bayern, 82152, Germany
BBefeHHs 3MiH NpoTArom 6-x MicsAuiB nicns
3aTBEPAKEHHS
294. | ®EHTABEPA nnactmp AciHo Al HimeuuunH Brvpo6HMuTBO HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/15831/01/02
25 MKriropg, TpaHcaepMasibHWi no a Hepo3chacoBaHol 3MiHW | TUNY - AAMIHICTPaTMBHI 3MiHW. 3MiHa
25 mkr/rog no 1 NPOAYKLUiT, NepBUHHA HalilMeHyBaHHs Ta/abo agpecu Micus
nnactupy Ta BTOPUHHA NPOBaPKEHHSA AiSNIbHOCTI BUpoBHUKa/imnopTepa
TpaHcaepMasibHOMY Y ynakoBKa, KOHTPO/1b rOTOBOrO J1iKapCbKOro 3acoby, BKIOYaoun
calle 3 yHKLie AKOCTIi Ta BUMYCK AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
3axucTy Bif cepil: KOHTPOJO SIKOCTI. (ZisS/IbHICTB, 3a 5Ky BignoBsigae
BiAKPVBaHHA A4iTbMU; Nyiie dapma AT, BMPOGHUK/IMNOPTEpP, BKOYAOUM BUMYCK Cepili) -
no 5 catlle y KapTOHHiiA HimeuuunHa; 3MiHa agpecu BMpo6Huka M3 Nlyile dapma Al
KOpOoOLi 3 KOHTpONIEeM Bunyck cepii: HimeuuunHa (BUpO6HULTBO HEpPO3chacoBaHoOI
nepLioro BigKpUTTA AciHo AT, npoayKLuii, NepBUHHa Ta BTOPMHHA YNakoBKa,
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

HimeuunHa

KOHTPO/Ib SIKOCTi Ta BUMYCK cepii), 6e3 3MiHu micus
BUPOGHMLTBA. 3MiHV BHECEHI B IHCTPYKLi0 ANs
MeJMYHOro 3actocysaHHsa /13y p.
"Micue3HaxomkeHHs! BUpO6HMKa Ta ioro agpeca
MicLsi NPOBaMKEHHS AiS/IbHOCTI" 3 BIANOBIAHUMU
3MiHaMK B TEKCTI MapKyBaHHS yNaKkOBOK.
BBefeHHsI 3MiH NpoTArom 6-x MicsAuiB micns
3aTBEPKEHHSA. 3MiHM | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BKkIoYaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (fisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMWK/IMNOPTEpP, He BK/IOUAUM BUMYCK Cepiid)
BHECEHHS 3MiH [0 MaTepianiB peecTpaviinHoro
nocbe p. 3.2.P.3.1 Bupo6Huk(n), a came 3MiHa
afpecy AiNbHULI KOHTPaKTHOI Tabopatopii 3
Mikpo6ionoriyHoro aHanisy Eurofins BioPharma
Product Testing Munich GmbH, Germany, 6e3
3MiHM MicLi BUPOOHULTBA: 3aTBEPLKEHO:
Behringstrasse 6, Planegg, 82152, Germany.
3anponoHoBaHo: Robert-Koch-Str. 3a, Planegg,
Bayern, 82152, Germany
BBefeHHsI 3MiH NpoTArom 6-x MicsAuiB micns
3aTBEPAKEHHS

295.

®EHTABEPA
50 MKI/rog,

nnacTtvp
TpaHcAepMasibHWi Mo
50 mkr/rog no 1
nnacTupy
TpaHcAepMasibHOMY Y
cawe 3 qoyHKLieto
3axuCTy Big,
BiKPUBaHHA AiTbMU;
no 5 catle y KapTOHHiiA
KOpOo6Li 3 KOHTpOsIEM
nepLuIoro BigKpUTTA

AciHo Al

HimeyunH
a

Bnpo6HMLTBO
Hepo3dhacoBaHo|
NPOAYKLUii, NepBNUHHA
Ta BTOPVHHA
ynakoBka, KOHTPOS1b
AKOCTI Ta BUMYCK
cepii:

Nyiie dapma AT,
HimeuyuunHa,;
Bunyck cepii:
AciHo AT,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHuM | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/O SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecu BUpoGHUKa 13 Nyiie dapma AT,
HimeuunHa (BMPO6HMLITBO Hepo3dhacoBaHOi
NPOAyKLi, NepBUHHA Ta BTOPUHHA YMNakoBKa,
KOHTPO/Ib AIKOCTI Ta BUMYCK cepii), 6e3 3MiHn micusa
BMPOGHMLTBA. 3MiHWN BHECEHI B IHCTPYKL,il0 A5
Mefun4Horo 3actocysaHHs /13y p.
"MicLe3HaxomkeHHs1 BUPOGHMKa Ta iioro agpeca
MiCLiA NPOBaXEHHS AiSNIbHOCTI" 3 BiANOBIAHUMY
3MiHamMK B TEKCTi MapKyBaHHs ynaKkoBOK.
BBeneHHs1 3MiH NpoTArom 6-x micsAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI BUpoBHUKa/imnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIKYaK4M

3a peyernmom

UA/15831/01/03
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/IMNOPTEP, HE BK/IKOYAUM BUMYCK Cepiid)
BHECEHHS 3MiH [0 MaTepianiB peecTpavjiinHoro
nocbe p. 3.2.P.3.1 Bupo6Huk(1n), a came 3MiHa
afpecy AiNbHNL KOHTPaKTHOT nabopartopii 3
Mikpo6ionoriyHoro aHanisy Eurofins BioPharma
Product Testing Munich GmbH, Germany, 6e3
3MiHV MiCL BUPOGHMLTBA: 3aTBEPAKEHO:
Behringstrasse 6, Planegg, 82152, Germany.
3anponoHoBaHo: Robert-Koch-Str. 3a, Planegg,
Bayern, 82152, Germany
BBefeHHs1 3MiH NpoTAroM 6-x MicsAuiB nicns
3aTBEPKEHHS

296.

®OEHTABEPA
75 MKriropg,

nnactup
TpaHcaepMasbHUI No
75 mkr/rog no 1
nnactupy
TpaHcaepMasibHOMY Y
cawwe 3 oyHKLieto
3axucTy Bif,
BiAKPUBAHHA AiTbMU;
no 5 catle y KapTOHHIi
KopobLji 3 KOHTpoNnem
nepLUoro BiAKPUTTA

AciHo Al

HimeyvunH
a

B1po6HMLTBO
Hepo3dacoBaHOl
nNpoAykKLii, NnepBuHHa
Ta BTOPMHHA
ynakoBka, KOHTPO/b
SIKOCTi Ta BUMYCK
cepit:

Nyiie dapma AT,
HimeuyuunHa;
Bunyck cepii:
AciHo AT,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHKM | TUNYy - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIoYaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOYAOUM BUMYCK cepild) -
3MiHa agpecy BupobHuka MN3 fylie dapma Al
HimeuunHa (BMPOGHMLITBO Hepo3dhacoBaHol
NPOAYKLT, NepBMHHA Ta BTOPVMHHA YNakoBKa,
KOHTPO/Ib SIKOCTi Ta BUMYCK cepii), 6e3 3MiHu micus
BMPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLil0 AN
Me[MYHOro 3actocysaHHsa /13y p.
"Micue3HaxomkeHHs BUPO6HWKa Ta ioro agpeca
Micus NPOBaKEHHS AiSNIbHOCTI" 3 BiAMNOBIAHUMU
3MiHaMU B TEKCTi MapKyBaHHS yNakoBOK.
BBefeHHst 3MiH NpoTArom 6-x MicsuiB nicns
3aTBepKEHHA. 3MiHU | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/IO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMWK/IMNOpTEp, He BK/IOYakoUM BUMYCK Cepiid)
BHECEHHS 3MiH 4,0 MaTepiasliB peecTpauiiHoro
nocbe p. 3.2.P.3.1 Bupo6Huk(1n), a came 3MiHa
afpecu AiNbHULI KOHTPaKTHOI abopatopii 3
Mikpo6ionoriyHoro aHanisy Eurofins BioPharma
Product Testing Munich GmbH, Germany, 6e3
3MiHM MiCLA BUPOOHMLTBA: 3aTBEPAXKEHO:
Behringstrasse 6, Planegg, 82152, Germany.

3a peyernmom

UA/15831/01/04
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3anponoHoBaHo: Robert-Koch-Str. 3a, Planegg,
Bayern, 82152, Germany
BBefeHHs 3MiH NpoTArom 6-x MicsAuiB nicns
3aTBEPAKEHHS
297. | ®IBPO-BENH PO3YMH ANs iH'eKLit CTa Benuko6p 3irchpig XamenbH HimeyuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/12096/01/01
0,2%no5mny dapmacbloTike uTaHis mM6X, HimeuunHa Benuka 3MiHW | TUMY - OHOBMEHHS TEKCTY MapKyBaHHS
hnakoHi; no 10 n MNpogakTc (BMpOGHMLTBO BpuTaHis YMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
hnakoHiB y Kopobui nrp, Hepo3dghacoBaHOl iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
NPOAYKLi, KOHTPO/b BMMIpIOBaHHS Y cuctemi Sl. BHeceHHs 3miH Ao
AAKOCTi Ta NepBUHHE po3gainy MKA: MapkysaHHS MNponoHoBaHa
nakyBaHHs); CT[ pefakuis MapkyBaHHA 3rigHO 3aTBEPKEHOIO
dapmacbloTiken TEKCTY MapKyBaHHs
Mpopaxrc /14,
Benvika bpuTtaHis
(Bunyck cepil);
dapmallak tOK /1,
Benvika bpuTtaHis
(BTOPUHHE
nakyBaHHs); YecTep
Megikan ContoLHc,
Benuka BpuTaHis
(BTOpUHHE
nakyBaHHs)
298. | ®IBPO-BEVH PO34MH NS iH'EKLIN CTA Benvkobp 3irchpig, XamesnbH HimeyuunHa/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a peyenmom UA/12096/01/02
05%no2mny dapmacbioTike nTaHis vM6X, HimeuunHa Benuka 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
amnyni; no 5 amnyny n Mpopaktc (BUPOGHULTBO BpuTaHia yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
KopoobUi nTp, Hepo3dacoBaHo| iHhopmauii Wwoao 3a3Ha4eHHs OAUHMLb
NPOAYKLIT, KOHTPOsIb BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 1o
AKOCTI Ta NEPBUHHE po3giny MKA: MapkysaHHs MNponoHosaHa
nakysaHHs); CT/J pepakuis MapkyBaHHsA 3rigHO 3aTBEPIKEHOr0
dapmacbloTiken TEKCTYy MapKyBaHHS
Mpogakrc Jlta,
Benvka bpuTtaHis
(Bunyck cepii);
dapmallak tOK /14,
Benvika bpuTtaHis
(BTOpUHHE
nakyBaHHs); YecTep
Megikan ContowHc,
Benvika bputaHis
(BTOPUHHE
nakyBaHHs)
299. | ®IBPO-BEVNH PO34MH ANS iH'eKUin 1 CTa Benukob6p 3irchpig, XamenbH HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/12096/01/03
% no 2 Mmn y amnyni; dapmachboTike uTaHis M6X, HimeuunHa Benuka 3MiHW | TUMY - OHOBNEHHA TEKCTY MapKyBaHHS
no 5 amnyn y kopobui n MNpogaktc (BMPOGHMLTBO BputaHis YMakKoBKU NiKAPCbKOro 3ac0by 3 BHECEHHAM
nrp, Hepo3dhacoBaHol iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
NPOAYKLi, KOHTPO/b BMMIpIOBaHHS Y cuctemi Sl. BHeceHHs 3MiH Ao
SIKOCTi Ta MEPBUHHE po3ainy MKHA: MapkyBaHHs1 lNponoHoBaHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nakysaHHs); CTJ, pepakuis MapkyBaHHA 3rigHO 3aTBEPAKEHOr0
dapmacbloTiken TEKCTY MapKyBaHHS
Mpopgaxrc 14,
Benuka BpuTaHis
(Bunyck cepii);
Papmallak HOK 1,
Benuka BpuTaHis
(BTOpUHHE
nakyBaHHs); Yectep
Megikan ContowHc,
Benvika bpuTtaHis
(BTOPUHHE
nakyBaHHs)

300. | ®IBPO-BEVH PO34MH ANs iH'eKLiin 3 CTAa Benunkobp 3irdpig, XamenbH Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/12096/01/04
% no 5 Mn y donakoHi; dapmacbloTike uTaHis M6X, HimeuunHa Benuka 3MiHV | TUMY - OHOBMEHHS TEKCTY MapKyBaHHS
no 10 cpnakoHiB y n MNpogakTc (BMpOGHMLTBO BpuTaHis yMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
KopobLi; no 2 mn B nrp, Hepo3dacoBaHOl iHhopmaLii WwoAo 3a3HaYeHHS OAUHULb
amnyni; no 5 amnyny NPOAYKLi, KOHTPO/b BMMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH o
Kopoo6Li AKOCTi Ta NepBUHHE po3gainy MKA: MapkysaHHs MNponoHoBaHa

nakyBaHHs); CT[ pefakuis MapkyBaHHA 3rigHO 3aTBEPKEHOIO
dapmacboTiken TEKCTY MapKyBaHHS
Mpopaxrc 14,
Benvika bpuTtaHis
(Bunyck cepil);
dapmallak tOK /1,
Benvika bpuTtaHis
(BTOPUHHE
nakyBaHHs); YecTep
Megikan ContoLHc,
Benuka BpuTaHis
(BTOpUHHE
nakyBaHHs)
301. | DITONISNH nacta; no 100 r y Ty6i; AT "dapmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 6e3 peyenma UA/4557/01/01
nntoc no 1 Ty6i B nauui 3 3MiHuM | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa
KapTOHY HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
(BnacHuKa peecTpauiitHoro noceig4eHHs). 3miHa
HaliMeHyBaHHS Ta afpecu 3asBHUKa (BnacHuka
peecTpauiiiHoro noceigyeHHs). TepMiH BBeAEHHS
3MiH - NPOTArom 6-Tu MicsLiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUpOOHMKa/imMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BKkIoYaoun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKUM BUMYCK CEpIit).
3MiHa HaliMeHyBaHHs Ta afipecu BUPOOHUKa, 6e3
3MiHM MicUs BUPO6HMLUTBA. TepMiH BBEAEHHS 3MiH
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
- MPOTAroM 6 MicALiB Nicns 3aTBEPAXEHHS. 3MiHM |
TMNy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). OHOBIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHdhopMaLii LWoA0 3a3HAYEHHS
OAMHULb BUMIpIOBaHHSA y cuctemi Sl. 3amiHa
po3giny «IpadiyHe 0hopMIEHHS YNaKOBKU» Ha
po3ain «MapkyBaHHs1» MKA /13: 3aTtBepaKeHo:
FPAPIYHE OPOPMNEHHA YNAKOBKW.
Bignosigae HagaHoMy rpad)iuHOMY 306paXeHHH0.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEPAKEHOT0 TEKCTY MapKyBaHHS.
TepMmiH BBeA,EHHS 3MiH - NPOTArom 6 MicAuiB nicns
3aTBEPAKEHHS.
302. | DITONISUH® nacta gns dapmaneBTuy Monba TOB ep6anosb Monbwa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/0471/01/01
NpUroTyBaHHsA HWA 3aBOf, Bapwasa TexHiyHa nomwuska (3rigHo Hakasy MO3 Big
cycneHsii ans "MONb®APM 23.07.2015 Ne 460) - BUNpaB/ieHO TEXHIYHY
opasibHoro A" C.A. NOMWJIKY Y M.5. TEKCTY MapKyBaHHsS NepPBUHHOT
3acTocyBaHHs; no 100 yNakoBKM iKapCbKoro 3acoby, a came BUTy4YeHO
ry T1y6i; no 1 Ty6i B iHbopMmaLLito LoA0 HAHECEHHS TOroTUNy
KapTOHHI KOpo6Lyi BMPOGHMWKA: 3anponoHOBaHoO: 5.
HAVMEHYBAHHA BUPOBHUKA 1, 3A
HEOBXIAHOCTI — 3AABHVKA TOB lep6anonb
Bapwasa/ Herbapol Warsaw Ltd.
Byn. Onyskosa 54, 05-800 lMpyLukys, Monbwa/ 05-
800 Pruszkow Olowkowa 54, Poland. 3a3HauyeHe
BMNpaB/IEHHN BiANOBifae MaTepiasiam
peecTpauiiHoro Aocbe
303. | ®/IOFEH3NM TabneTku, BKpUTI MYKOC HimeuumnH MYKOC HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 6e3 peyenma UA/2843/01/01
060/10HKOH Mo 20 dapma M'm6X i a EmynbcioHcresenns YTOYHEHHSA YMOB BifnycKy B Hakasi Ne 2467 Big
Tabnetok y 6nictepi; Ko. KI wadt M6X 30.10.2020 poKy B npoueci nepepeecTpadiii:
no 2, no 5 a6o no 10 Pepakuis B Hakasi: 3a peuenToM. BipHa
61icTepiB Y KapTOHHIN peaakuina: 6e3 peyenta
Kopo6Li; no 800
TabneTokK y 6aHkax
304. | ®NIYTAH Tabnetkv no 250 mr Mepokemi Kinp Mepokemi T4 Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/4148/01/01
no 10 TabneTtok y nTAh (LeHTpanbHuii 3MiHM | TUMNY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
6nicTepi; no 2 a6o 10 3asopn) YNakoBKM NiKAPCbKOro 3aC00y 3 BHECEHHAM
6nicTepiB y KAPTOHHIN iHchopmawii WoA0 3a3HaYEHHS OAUHULb
KopooLi BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH g0
po3ainy «MapkyBaHHs» MKS J13: 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. TepMiH BBEA,EHHS 3MiH NpoTArom 3
MiCALIB MiCNA 3aTBEPKEHHSA
305. | ®NIYTADAPM® | Tabnetkmno 0,25r,no | AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a peyenmom UA/7358/01/01
10 TabneTok y 3MiHu | TMNY - AAMIHICTPaTMBHI 3MiHW. 3MiHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs

6nicTepi; no 5
6nicTepiB y nauui

HalilMeHyBaHHs Ta/abo agpecyu 3asiBHUKa
(BNacHuKa peecTpauiiHoro nNocBigYeHHs!) - 3MiHa
HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHuka
peecTpaujiiiHoro noceig4eHHs1) BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS; 3MiHU
| Tuny - AgMiHiCTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPoBa/PKeHHSA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
rOTOBOrO MiKapCbKOro 3acoby, BKIYaK4M
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/IMNOPTEpP, BKIKOYAOUM BUMYCK Cepili) -
3MiHa HaliMeHyBaHHS Ta agpecy BUpo6HMKa 6e3
3MiHM MicLa BUPO6HMLTBA (BBEAEHHS 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPMKEHHS);
3MiHM | TUny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI
Ta hapmakoHarnsaay (iHwi 3miHW) - BHECEHHS 3MiH
0o po3giny «MapkyBaHHs» MKA 13. 3MiHn
BHECeHi B TEKCT MapKyBaHHSA ynakoBku
NiKapCcbKoro 3acoby LLoA0 3a3HaYeHHs
MDKHapOAHMX MO3HAaYeHb OAUHULIb BUMIPHOBAHHS
(BBegeHHs 3MiH NpOTAroM 6-Tu MicsiB nicns
3aTBEPKEHHS); 3MiHN | TUNY - 3MiHM 3 SKOCTI.
[oTOBWIA NikapcbKmit 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
NiKapcbKoro 3acoby (iHLWi 3MiHW) - 3MiHW Y
cneumdikauii 3a NOKasHUKOMU: - «laeHTrdpikauis»
AKICHOT peakuii Ha (pTop-ioHW: BUNYYEHHO, 5K
He3Ha4yHOoro (3acTapifioro) NokasHuka. -
«Aepocu» BUTYYEHO, SIK 3aCTapiforo NOKasHUKa,;
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTPO/1b rOTOBOrO NiKapcbKoro 3acooby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (4719 NPUBEAEHHS Y
BiANOBigHICTb 3 1Y abo EBpoNeicbKo
chapmakoneeto Ta BUNyYeHHs MOCUNAHHS Ha
3acTapifivii BHYTPILLHI MeTog, BUNPOGYBaHHS i
0ro Homep) - BUTy4aeTbCs NOBHWI BUKNAL,
NpoBefeHHA METOANKN 33 MOKA3HNKOM
«MikpobionoriyHa unctoTa». Kputepii
NPUIMHATHOCTI Ta BUMOTU 3aU/TLLEHO 6€3 3MiH;
3MiHW | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA NikapCbKuMii
3aci6. KOHTpO/ib rOTOBOrO NiKapcbKoro 3acoby.
3mMiHa y MeTofax BUnpobyBaHHs roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHM y meToaax
BMNPOGYBaHb (BK/OHAKOUM 3aMiHy abo
[OMNOBHEHHS)) - 3MiHN A0 po3giny «CynposigHi
JAOMILLKM», @ came: - MPUBEAEHHA HOPMYBaHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs

OOMILLOK Y BignoBsigHicTb Ao Bumor ICH Q3B; -
YMOBW XpomaTtorpadyyBaHHs; - 3MiHa PO34nHY
MOPIBHAHHSA (&) NoB’sA3aHa 3i 3MiHOK MPUroTyBaHHSA
pO34MHY NOPIBHAHHSA (@) B MOHOrpadii EO* Ha
dnytamig (gomiwka C 3amiHeHa Ha hnyTamig, ons
npuaaTHOCTI cucTemu); 3miHn | Tuny - 3miHn 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BWIyYeHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkili thapmakonei: gna A®l; ona
BMXifHOro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®Il; ons 4ONOMIXHOI pevoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif yXe 3aTBEpAXEHOro
BUPOGHMKA - NOAAHHS OHOB/IEHOrO cepTucpikaty
BiAnoBigHOCTI EBponeiicbkoi hapmakonei Ne R1-
CEP 2002-134-Rev 03 Big, 3aTBEpIKEHOIO
BMpo6HuKa APl dnytamigy Fermion OY ,
®iHnaHgia 3aTBeppxeHo: CEP Ne R1-CEP 2002-
134-Rev 02 3anponoHosaHo: CEP Ne R1-CEP
2002-134-Rev 03; 3miHu | Tvny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo gonNycTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(iHWi 3miHK) - 3MiHa y cneumdikavii Ta meTogis
KOHTposito Ana A®| 3a nokasHnkoM «CynpoBigHi
LOMILLKM» NpuBeAeHO 40 MoHorpaddii 4o BUMor
MoHorpadii flutamide EP, gitoyoro BugaHHs, a
came: -Npu NpUroTyBaHHi BUNPobyBasIbHOro
PO34KHY (@) 3MEHLLEHO KifIbKICTb MPUrOTOBAHOrO
PO34MHY, KOHLIEHTpaL,is 3a/mweHa 6e3 3MiH; -
[04aTKOBO NpMBEeAEeHO NPUroTyBaHHS
BMNPO6YBaHOro po3uyuHy (b); -3MiHEHO
npo6oniAroToBKy PO34MHIB NOPIBHAHHA (a) i (b); -
[04aTKOBO NPUBEAEHO MPUTOTYBaHHA PO3UNHY
NOPIBHAHHSA(C); - 3MEHLLEHA LWBUAKICTb PyXOMOI
hasu 3 «0,8 mn/xB» Ha «0,5 MN/xB»; -B MeTOANL
BM3HAYEHHS NpMBEAEHO ifeHTNdIKaLito 4OMILLOK
A, B, i C; -0oaatkoBo npuBeaeHi BigHOCHI
yTpVYMyBaHHS nikiB Ao nika dpytamigy (4ac
YTPUMYBaHHS IKOro 6/1M3bko 19 XB) AN AOMILLKM
A (6nun3bko 0,6) Ta gomiku B (6am3bko 0,5); -
3MiHEHO KpuTepii npuaaTHOCTI xpoMaTtorpadiyHoi
CUCTEMM; - 3MIHEHO HOPMYBaHHS AOMILLOK Y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
cy6ceTaHuii 6yno «dnytamigy gomiwkm C He
6inbLue 0,3%, 6yab-aKOT OMILLKM He Ginblue
0,2%, cyma AOMILWOK He Ginblie 0,5%>» cTano
«poMiIlWoK C, A, Ta B He 6Ginblue 0,2% KOXHOT,
6yAb-5KOi HecrneundiKoBaHOT AOMILLKM He BinbLue
0,10%, cyma gOoMiLoK He binblie 0,5%»
306. | ®OCTEP aepo30/b Ans K'esi ABCTpIf BMPOGHMLITBO, ITania/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyernmom UA/16438/01/01
iHransuiii, no3oBaHwUi, dapmac'toTike KOHTPONb, 36ip ABCTpist 3MiHuM | TUNY - NnogaHHA oHoBneHoro CepTuduikary
100+6 mkr/gosy, no n3 rv6Xx HanoBHEHUX BiANOBIAHOCTI EBponeiickkilt hapmakonei R1-CEP
120 po3 y KOHTEliHepi; KOHTeliHepiB Ta 2005-171-Rev 02 (nonepepaHs Bepcia R1-CEP
no 1 a6o 2 nakyBaHHs: K'esi 2005-171-Rev 01) Big BXe 3aTBEPAKEHOIO
KOHTeliHepy 3 dapmaueyTuui BMpo6Huka Industriale Chimica S.R.L., Itanis gna
[03YH4MM K1anaHom i C.n.A,, Itanis; 36ip A®| dhopmoTepony dhymaparty aurigpaty; 3MiHn |
PO3NMIOKYOI0 HanoBHEHWX TUNY - NOAaHHS oHoBReHoro CepTudikarty
HacafKow Ta KOHTeliHepiB Ta BiANOBIAHOCTI EBponeiickkilt hapmakonei R1-CEP
3aXUCHMM KOBMavyKoM nakysaHHs: I".J1. 2003-254-Rev 03 (nonepepaHs Bepcia R1-CEP
Y KapTOHHIi1 kopobuy; dapma 'vbX, 2003-254-Rev 02) Bif BXe 3aTBEPAKEHOIO
no 180 po3y ABCTpis; BUNYCK BMpo6HMKa SICOR S.R.L., ITania ana Adl
KOHTelHepi; no 1 cepii: K'esi 6eknoMeTasoHy AunponioHarty
KOHTEliHepy 3 dapmac'ioTikens
L03YHUMM KanaHoM i 'M6X, ABCTpIst
PO3NWIOKYHOI0
Hacagxoto Ta
3aXMCHUM KOBNa4ykoM
Y KapPTOHHI KOpoOLii
307. | ®Y3IAEPM®-B | kpem no 151 B dapma Viopaanis Papma ViopaaHis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/3094/01/01
/IIOMIHIEBIN Ty6i; N0 1 | IHTepHeweHan IHTepHeLLeHan 3MiHW | TUMY - BHECEHHS 3MiH A0 pPO34iny
Ty6i B KAPTOHHIlA KomnaHi KomnaHi “MapkyBaHHs" B 3aTBepmKeHnx MKA 3.
Kopoo6Li 3anponoHoeaHo: MAPKYBAHHA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby
3 BHECEHHSAM iHthopMmaii LLoAo 3a3HavYeHHs
O4MHMLb BUMIpIOBaHHA y cuctemi Sl
308. | ®Y3IAEPM®-b Kpem no 15r B Papma VopaaHis dapma VopaaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/3094/01/01
anomiHieBili Ty6i; no 1 | IHTepHeleHan IHTepHelueHan 3MiHM | TUMny - 3MiHa YNOBHOBaXXEHOT 0CobMU,
Ty6i B KQPTOHHIl Komnawi KomnaHi BIANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsagy
KopooLi 3asBHMKa. [MponoHoBaHa pefakuis: Maysoon
Belbisi. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOT
0Cco6M 3as1BHMKA, BiAnoBiAa/IbHOI 3a
thapmakoHarnsag. 3mMiHa KOHTakTHOT 0cobu
YNOBHOBaXeHOT 0cobM 3as1BHMKA, BifnoBigaibHOI
3a 3pjficHeHHs hapmakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuis: ®aTtaniesa AniHa
BsauyecnasiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0CO6M
3asBHUKA, BiANOBIAANLHOI 32 34iiCHEHHS
hapmakoHarnsgy B Ykpaiti. 3miHa micus
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3[iiCHEHHS OCHOBHOI Aisi/TIbHOCTI 3
thapmMakoHarnsagy. 3miHa MicLe3HaxoKeHHs
mMacTep-thaiina cuctemmn papmakoHarasgy Ta ihoro
Homepy
309. | DYPAMAI® kancysu no 50 mr no AT Nartsis AT "OnaiiHdhapm" NaT.is BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/4301/01/01
10 kancyn y 6nictepi; "OnaiiHdpapm" 3MiHM | TUMY - 3MiHa KOHTaKTHOT 0co6M
no 3 6nictepy B navu,i YNOBHOB&XEHOI 0CO6M 3asBHYVIKA, BifnoBigansHOT
3 KapTOHY 3a (papmakoHarnsg, B YkpaiHi. lNponoHoBaHa
pegakuisi: Mpuckoka AHAPIA. 3MiHA KOHTAKTHUX
[aHnX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0CO6U
3as1BHVIKa, BifNoBiganbLHOI 3a hapMakoHarnsg B
YKkpaiHi
310. | DYPAMAI® Kancynum no 25 Mmr rno AT NatBis AT "OnaiiHcpapm" Nartsis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/4301/01/02
10 kancyn y 6nictepi; "OnaiiHchapm” 3MiHU | TUMy - 3MiHa KOHTaKTHOT 0co6M
no 3 6nictepun B nauLi YNOBHOB&XEHOT 0COOM 3asBHUKA, BiANOBiga/IbHOT
3 KapToHY 3a (papmakoHarnsg, B Ykpaini. lNponoHosaHa
pepakuis: Mpuckoka AHAPIA. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
3asBHVKa, BifNOBifaNbHOI 3a (hapMakoHarnsag B
YkpaiHi
311. | ®YPAUUN NMOPOLLOK A1 PO3UNHY TOB "NcTok- YkpaiHa TOB "WcTok-Mntoc" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 6e3 peyenma UA/17334/01/01
0151 30BHILLHBOIO Mntoc" 3MiHW | TUNY - BHECEHHS 3MiH [0 po3ainy
3acTocyBaHHA no 40 «MapkyBaHHs» MKA /13; 3anponoHosaHo: Po3gain
MTr; MO 2 T MOPOLUKY Y MKA «MAPKYBAHH$A.» 3rigHo 3aTBEpAXEHOrO
cauwe; no 20 cawe y TEKCTy MapkyBaHHA. OHOB/IEHHSI TEKCTY
KapPTOHHI Kopo6Lyi MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
BHECEHHSM iHthopMaL,ii LLoAo 3a3HaYeHHs
OOMHULB BUMIpIOBaHHA y cuctemi Sl
312. | XAPTMAHA PO3unH ANs iHdysil MpuBatHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/1056/01/01
PO34NH no 200 mn, 250 mn, akujioHepHe akuioHepHe 3MiHuY |l TUNy - BBEAEHHS HOBOI NASALLKN CKASHOT
400 mn, 500 mny TOBapuCTBO TOBapucTBo HOMiHa/IbHO MITKiCTIO 250 cM3 Big HOBOrO
nasLwkax "IHdpy3ia” "IHdpy3ia” BMPO6HMKA TOB «MasIMHIBCbKWIA CK103aBOA»,
YkpaiHa, fka Ma€e He3HauHi 3MiHU siKiCHOro Ta
KiNbKiCHOro cki1agy ckna Bif 3aTBepAKeHNX
NAAWOK CKNSHWMX BUPO6HUKiB MPAT «Bio mef
ckno», YkpaiHa Ta MNpAT «KocToninbCcbkuii 3aBog,
CKN0BUPO6IB», YKpaiHa. AK HAcNifOK BHECEHHS
BIANOBIAHMX 3MiH y cneundikaLito Ha CKIsHI
NAAWKM (ONOBHEHHS iH)OpMaLi WoA0 HOBOro
BMPOGHMKA, NO3HAYEHHS NSLLIOK Ta MasTtoHKa
NALLKKN)
313. | XENENb H PO34MH ANs iH'EKLA, Bionoriwe HimeyunH Bionoriwe HimeyynHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepianis: 3a peyenmom UA/5818/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
no 1,1 mn B amnyni; no | Xainbmitrenb a XainbmitTrens 3MiHW | TUMY - BHECEHHS 3MiH [0 pO34iny
5 amnys y KOHTYpHii Xeenb M'v6X Xeenb M'M6X “MapkyBaHHA" B 3aTBepakeHnx MKA N13.
YapyHKOBIli ynakoBLyj; 3anponoHosaHo: MAPKYBAHHSA. BignosigHo fo
no 1, 2 a6o no 20 3aTBEPXEHOr0 TEKCTY MapKyBaHHS. 3MiHN
KOHTYPHUX BHECeHi B TEKCT MapKyBaHHSA ynakoBKu
YapyHKOBUX YMNakoBOK NikapcbKoro 3acoby Wwogo 3a3HayYeHHs
y KOpobL,i 3 KapTOHY MiKHapPOAHUX MO3Ha4YeHb OAVHULLL BUMIPHOBAHHS.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS
314. | XIBEPUKC™ | niodpinizat ans nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyernmom UA/13048/01/01
HIBERIX™ PO3UUNHY N5t iH'EKLiA; slH EkcnopT BpuTaHis Bionogxikans C.A. TexHiyHa nomuaka MIBIM (3rigHo Haka3zy MO3 Bifg,
BAKUWHA ANA | no 1 gosiy donakoHi Niviteq 23.07.2015 Ne 460) - BunpaBneHo TEXHIYHY
MPO®ITAKTUK | Nel B KOMNNeKTi 3 NMOMUJIKY Y TEKCTi MapKyBaHHsI NEPBUHHUX
n PO3UYNHHVIKOM yNaKkoBOK JlikapCbKoro 3acoby (Lwnpwuy, Ta amnyna 3
3AXBOPHOBAH | (cTepuibHuii po3umnHHukom). 3ANPOMNOHOBAHO: 1. Hassa
b, dhizionoriyHnii po3urH) nikapcbKoro 3acoby
3bYAHNKOM no0,5mny CTepubHWIA hisionoriyHunii po3unH. 3a3HayveHe
AKNX € nonepegHL0 BUMPaB/IEHHS BigNoBigae marepiaiam
HAEMOPHILUS | HanoBHeHOMY LUNpUL;i peecTpauiiHoro Jocke
INFLUENZAE Ne 1 3 gBOMa ronKkamm
TNy B B KOpoo6Lji; no 1 gosiy
hnakoHax Ne 100 y
KOMM/IEKTi 3
PO3YMHHUKOM
(cTepunbHuia
(Pi3i0I0riYHNIA PO3UUH)
no 0,5 mn y amnynax
Ne 100 B okpemux
Kopobkax
315. | XINOTEN Tabnetkn no 20 mr, no TOB "KYCYM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a peyenmom UA/13322/01/01
10 TabneTok y PAPM" PAPM" 3MiHM | TUMY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
6nicTepi; no 3 YNakoBKW NiKaPCbKOro 3ac00y 3 BHECEHHAM
6/1icTepy B KAPTOHHIl iHhopmauii Wwoao 3a3Ha4eHHs OAUHMLb
ynakosui; no 14 BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHSA 3MiH
TabneTok y 6nictepi; NpoTArom 6-Tn MiCALIB NicNa 3aTBEPAKEHHS
no 2, no 4 ao no 6
6nicTepiB y KAPTOHHIl
ynakoBLi
316. | XINOTEN Tabnetkn no 40 mr, no | TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/13322/01/02
10 TabneTok y PAPM" PAPM" 3MiHM | TUMNY - OHOBJ/IEHHA TEKCTY MapKyBaHHS
6nicTepi; no 3 YNakoBKM NiKAPCbKOro 3aC00y 3 BHECEHHAM
6nicTepy B KAPTOHHIi iHchopmawii WoA0 3a3HaYEHHS OAUHULb
ynakosui; no 14 BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHSA 3MiH
Tabnetok y 6nictepi; NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS
no 2, no 4 a6o no 6
6nicTepiB y KApTOHHIl
ynakoBLi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
317. | XINOTEN Tabnetkn no 80 mr, no | TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a peyenmom UA/13322/01/03
10 TabneTok y PAPM" SAPM" 3MiHM | TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS
6nicTepi; no 3 YMakoBKM NiKapCbKOro 3ac00y 3 BHECEHHAM
6nicTepy B KApPTOHHIl iHchopMmawii LWoA0 3a3HaYEHHS OAUHULb
ynakosLi; no 14 BUMIPIOBaHHSA Y cuctemi Sl. BBeieHHSA 3MiH
Tabnetok y 6nictepi; NpoTArom 6-Tn MicALIB NiCNa 3aTBEPMKEHHS
no 2, no 4 ao no 6
6nicTepiB y KAPTOHHIl
yNaKoBLi
318. | XNOPrekcug po34nH ons NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 peyenma UA/9766/01/01
NH-KP 30BHILUHLOTO "Ximthapm3as "Ximthapm3asoz 3MiHKM | TUNY - BHECEHHSA 3MiH A0 po3ainy
3actocyBaHHsA 0,05 % of "YepBoHa "UepBoHa 3ipka" “MapkyBaHHa” MKA /13" 3anponoHoBaHo:
no 100 mny 3ipka” MapkyBaHHS. BignosigHO [0 3aTBEPOKEHOr0
KOHTelHepi 3 TEKCTY MapKyBaHHsi OHOB/IEHHS TEKCTY
Hacajkot ans MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
cnpsiMoBaHoro nikapcbKoro 3acoby 3 BHECEHHSIM iHchopmaLi
BBefeHHs; no 1 LL|0Z10 3a3HAYEHHS OAMHMLb BUMIPIOBAHHSA Y
KOHTeliHepy y nauui 3 cucTemi Sl. BBefeHHA 3MiH NpOTSArom 6-Tv MicsiLis
KapToHy; no 100 mny nicnsa 3aTBepKeHHs
KOHTElHepi 3
Hacafkow ans
CMPSIMOBAHOro
BBE/EHHS
319. | XOHAPOCAT PO34MH NSt iH EKL,il, TOB "®3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a peyenmom UA/14288/01/01
100 mr/mn; no 2 mn B "BIODPAPMA" "BIO®APMA" 3MiHM | TUMY - BHECEHHSA 3MiH [0 po3ainy
amnyni; no 5 amnyn 'y "MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
6nictepi; no 2 MAPKYBAHH#. BignoBigHo A0 3aTBEPAKEHOTO
6nictepy B nauui 3 TEKCTy MapkyBaHHA. OHOB/IEHHSI TEKCTY
KapTOHY MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
BHECEHHSM iHGhopMaLii LWOA0 3a3HaYeHHs
OOMHWLB BUMIPIOBaHHA Y cucTemi Sl. BBegeHHs
3MiH NpoTAromM 3-X MicAuiB nicns 3aTBepkeHHs
320. | XOooITON TabneTkn, BKpUTI Na6opaTtopii ®paHuis Na6opaTopii ManeHik ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 6e3 peyenma UA/8704/01/01
060/10HKO0, No 200 Po3sa- BepHiH, ®paHuis 3MiHuM | TUNY - 3MiHa YNOBHOBaXeHOT 0cobun
Mr, no 30 TabneTok y diTodhapma (BpO6GHMLTBO BiANOBIAa/IbHOI 3a hapMakoHaris4: NponoHoBaHa
6nicTepi; no 2 abo 6 Hepo3dacoBaHoi pegnakuis: Amel Saadi.
6nicTepiB y KAPTOHHIl NPoAYyKLUii, NepBNUHHA 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobu,
Kopoo6Li Ta BTOPUHHA BiANOBIAa/bHOI 3a thapmakoHarnsag,. 3miHa micus
ynakoBka, KOHTPOJ1b 3[jACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
AKOCTI); JTabopatopii hapmakoHarnagy. 3miHa agpecu
Po3a-®itochapma, MicLle3HaxopKeHHs1 macTep-aiina cuctemu
®paHuisa thapvimakoHarnsgy
(BignoBifanbHWii 3a
BUMNYCK cepii)
321. | XOoITON PO34MH OpasibHUIA No Na6opaTtopii ®paHuis Na6opaTtopii Maiioni ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 peyenma UA/8704/02/01
120 mn y chnakoHi; no Po3sa- CniHgnep, dpaHuis 3MiHuM | TUNY - 3MiHa YNOBHOBaXXeHOT 0cobun
1 dnakoHy y diTodhapma (BMpPO6GHMLTBO BiANOBIAa/IbHOI 3a hapmakoHarnsag: NMponoHosaHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KapTOHHI Kopo6Ly Hepo3dacoBaHoi pegakuis: Amel Saadi. 3mMiHa KOHTaKTHUX JaHUX
NpoAYyKLUii, NepBNUHHA YNOBHOB&XEHOT 0co6MU, BiANOBiJaIbHOI 3a
Ta BTOPUHHA hapmakoHarnag. 3MiHa Micus 34iCHEHHSA
ynakoBkKa, KOHTPOJ1b OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy. 3miHa
AKOCTI); JTabopatopii afpecy MicLLe3HaXOMKEHHST MacTep-chaiina
Posa-ditochapma, cucTemMy papumakoHarnsgy
®paHuisa
(BignoBifanbHuii 3a
BMMNYCK cepii)
322. | XYMANOI® cycneHsia gns Eni Ninni HigepnaH Ninni ®paHc PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a peyernmom UA/8352/01/01
MIKC 25 nigLKipHOro HepepneHng om 3MiHK | TUNY - BBEEHHA A0AaTKOBOI BUPOBHNYOT
BBeAeHHs, 100 B.B. NiHiT 3 po3mipom cepii 113 2500 n1 (781 250
MO/mn, no 3 mny KapTpuaxis). BunyyeHHs po3mipy cepii 120 n (37
CKNSIHOMY KapTpuaxi; 500 kapTpuaxis); 3anponoHosaHo: 500 n (156 250
no 5 kapTpuaxis y KapTpuaxis), 1000 n (312 500 kapTpuaxis), 2500
KapTOHHI ynakoBL; n (781 250 KapTpuaxXis)
no 3 MN y CKNAHOMY
KapTpuaXi,
BK/1AAEHOMY Y LunpuLy-
pyuky KgiklMeH; no 5
Lnpuu-pyyok KeiklMeH
Y KapTOHHIlA ynakoBL,j
323. | XyMOr - 75 niogpinizat gna Bxapart IHAis BxapaTt Cipamc eHf IHAjis BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a peyenmom UA/11753/01/02
B.O. PO3UMHY A5 iH KL Cipamc eHp, BakuuHc Nimiteq, 3MiHM | TUNY - 3MiHa YNOBHOBaXEHOT 0CO6M
no 75 MO, 1 dnakoH 3 BakuuHc 3asBHUKA, BiANOBIAANLHOI 3a 34iiCHEHHS
niogpinizaTom y Nimiten hapmakoHarnsgy: NponoHosaHa pegakuis: Ap.
KOMMAeKTi 3 1 Mpagita Agas / Dr. Pravita Yadav. 3miHa
aMnysiol Po34nMHHMKA KOHTaKTHUX AaHnX YNOBHOBaXXEHOI 0cobMu,
(po34umH HaTpito BiiNOBIAANbHOI 3a 34jiiCHEHHS hapmakoHarnsgy
xnopugy 0,9%) no 1
MJ1 B KAPTOHHiIl
Kopoo6Li
324. | UEPEBPYM PO34MH NS iH'EKLN, Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a peyenmom UA/7791/01/01
KOMMO3UTYM | no 2,2 mn B amnyni; no | XainbmiTrens a XainbMmitrens 3MiHW | TUNY - BHECEHHSA 3MiH [0 po3ainy
H 5 amnyn y KOHTYpHiA Xeenb M'm6X Xeenb M'm6X “MapkyBaHHs" B 3aTBepakeHnx MKA N13;

YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHIWA
YyapyHKOBIli ynakoBLii B
KOpOO6Li 3 KapTOHY; Mo
2,2 Mn B amnyni; no 5
amnysn y KOHTYPHiiA
YapyHKOBIli ynakoBLyj;
Nno 2 KOHTYpPHi
YapyHKOBI YNaKkoBKM B
KOpOO6Li 3 KapTOHY; Mo
2,2 Mn B amnyni; no 5
amnysn y KOHTYPHiiA
YapyHKOBIli ynakoBLyj;

3anponoHosaHo: MAPKYBAHHSA. BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapkyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHS YNakoBKM iKapCbKoro 3acoby
3 BHECEHHSIM iHthopMmaii LLoAo 3a3HavYeHHs
OOMHWLB BUMIPIOBaHHSA Y cuctemi Sl. BBegeHHs
3MiH NPOTAroM 6-TW MicsLiB NicNs 3aTBepAKeHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
no 20 KOHTYPHUX
YapyHKOBUX YNaKkoBOK
Y KOpo6L,i 3 KapTOHY
325. | UE®PANNIEKCUH rpaHynun ons opasibHoT "Xemohapm" Cepbis "Xemodhapm" AL, Cepbis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a peyernmom UA/7888/01/01
cycneHsii, 100 mn (250 AL Cepbis (BUpOOHUK YopHoropis 3MiHM | TUNY - BBEAEHHA A0AATKOBUX AiNbHULb
mMr/5Smn)no40ry KOHTPO/b Ta BUMYCK BMPOGHMLTBA A4/18 YACTUHM BUPOBHMYOro npouecy
thnakoHi; no 1 cepii); XeMOMOHT y MaTepiasin peecTpav,iliHoro Aocbe MikapcbKoro
hnakoHy pasom 3 4.0.0., YopHoropis 3acoby - ans rpaHyn (sugar granules) - 4ONOMDKHY
MiPHOO JTOXKOH Y (BUPOBGHKMK FOTOBOrO pPeyvoBuHY, Sika BXOAATb A0 Ckafy roToBoro
KapTOHHI ynakoBLi nikapcbKoro 3acooby, nikapcbkoro 3acoby — Hemofarm A.D., Vrsac,
nepBuHHE Ta Branch Plant Sabac, Hajduk Veljkova bb, 15000
BTOPVHHE Sabac, Serbia Ta Hemofarm A.D., Vrsac,
nakyBaHHs, Beogradski put bb, 26300 Vrsac, Serbia. 3asBneHi
KOHTPONb cepir) BUPOBHMKM 3aBXAM BUPO6NSan rpaHynu (sugar
granules), ane He Gy/IM BUHECEHI y MaTepian
peecTpaLiiHoro Aocke; 3MiHu |l Tuny - 3miHa
BMNPO6YBaHb BOMIOrOCTI Nif, Yac BUPOBHULITBA
rpaHyn(sugar granules): - KOHTposb OCHOBHOIO
LyKPOBOIO rpaHyniaTy nicns cywiHHA: 3 Sartorius
MA 40(70°C)(He 6inbLie 0,5 %) Ha EP 2.2.32 (He
6inbLe 0,5%); - KOHTPONb OCHOBHOTO LYyKPOBOrO
rpaHyniATy nicnsa kanibpyBaHHs: 3 Sartorius MA
40(70°C)(He 6inbLue 0,5 %) Ha EP 2.2.32 (He
6inbLe 0,5%); - KOHTPONb OCHOBHOTO LYyKPOBOrO
rpaHynaty nepeg, 3MilyBaHHAM 3 iHLUMMU
iHrpegieHTamu: 3 Sartorius MA 40(70°C)(He
6inbLe 0,5 %) Ha EP 2.2.32 (He 6inbLe 0,7%)
326. | UINTIMAKC- PO34uH ANs iHQysil MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3a peyernmom UA/13737/02/01
AAPHUNLA® 10 mr/mn; no 100 mny "®PapmaLieBTu "papmMaLeBTnYHa 3MiHU | TUMY - OHOBNEHHSA TEKCTY MapKyBaHHS
dhnakoHi; no 1 YHa thipma hipma "fapHuus” yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
hnakoHy y nauui "NapHuus” iHbopmaLii WwoAo 3a3HaYeHHSA OAUHULb
BUMIptoBaHHA y cuctemi Sl. TepMiH BBELEHHS 3MiH
NpoTSrom 6 MicsiLiB MicNs 3aTBEPAKEHHS
327. | WABMIIIACTA | nucta (cybeTaHLis), y MpAT Ykpaina MpAT "NikTpasu" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/5808/01/01
MiLLKax, Tokax, Kinax "MikTpasn" 3MiHW | TUny - 3MiHK 3 akocTi. A®|. CTabinbHICTb.
ons 3MiHa nepiofly NOBTOPHMX BMNpoGyBaHb/nepioay
hapmaLeBTUUYHOTO 36epiraHHA abo ymoB 36epiraHHs Ad®l (3a
3aCcTOCyBaHHA BiICYTHOCTI y 3aTBEPAXEHOMY [OCbE cepTudikara
BiANOBIAHOCTI EBponelichbkiin hapmakonel, wo
BK/IOYAE Nepios, MOBTOPHOrO BUNPOGYBaHHS)
(nepiog NoBTOPHOro BUNPObyBaHHA/Nepios
36epiraHHs) - 36inblUeHHs abo BBeAEHHS nepiogy
NOBTOPHOrO BUMNPoBYyBaHHs/nepioay 36epiraHHA Ha
OCHOBI pe3ynbTaTiB JOCNIAKEHb Y PeasIbHOMY Yaci
- 36iNbLLEHHS TepMiHy npugaTHocTi ans Ad|
wasnii nMcTA: 3aTBepakeHo: TepMiH NpuaaTHoCTi
1,5 poky 3anponoHosaHo: TepMiH npuaaTHocCTi 2
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
poku
328. | O-TPIN PO3YMH ANA iH EKLA, Bxapart IHAi BxapaTt Cipamc eHf IHAjs BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/15261/01/01
100 000 MO no 4 mn y Cipamc eHf, BakuuHc Nimiteq, 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0CO6M
hnakoHax in bulk Ne BakuuHc 3as1BHKA, BignoBiganbHOI 3a 34iCHEHHS!
200 NimiTen thapmakoHarnagy: MNMponoHoBaHa pegakyis: Ap.
Mpasita Agas / Dr. Pravita Yadav. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA dapmakoHarnsgy
329. | O-TPIN PO34MH NSt iH EKL,il, Bxapat IHgis Bxapat Cipamc eHg, IHgis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a peyenmom UA/15262/01/01
100 000 MO no 4 mn y Cipamc eHp, BakuuHc Nimiteq, 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobum
dhnakoHax Ne 1 BakuuHc 3a8BHUKA, BiAMNOBIAa/IbHOI 3a 3A4iAICHEHHS
NimiTen thapmakoHarnagy: MNMponoHoBaHa pegakuis: Ap.
Mpasita Apas / Dr. Pravita Yadav. 3miHa
KOHTaKTHUX JaHuX ynoBHOBaXeHOI ocobu,
BiANOBIAA/IbHOT 32 3AiICHEHHS hapmakoHarnsay

FeHepanbHUI AUpPEKTOP
AvpekTopaTty chapmaueBTUHHOro 3a6e3nevyeHHsA

OnekcaHgp KOMAPIOA
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