Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPONMOHYKTbLCA 40 AEP>XXABHOI PEECTPALUII
Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04YeHHs1

1. ABPON® pO34MH ONA iHranauii Ta TOB «KYCYM YKkpaiHa TOB «KYCYM Ykpaina peecTpauist Ha 5 pokis 6e3 nionszae UA/9928/04/01

nepopanbHoro OAPM» DAPM» peyenma

3acTocyBaHHs, 15 mr/2 MepiognyHICTb NOgAHHS

M no 100 mny perynspHo

CKNsAHOMY (hN1aKoHi 3 OHOB/IHOBAHOrO 3BITY 3

KPULLIKOKO 3 KOHTPO/IEM 6e3neku, BigNOBIAHO A0

NepLLOro BigKPUTTS; Mopsiaky 34iiCHeHHS

KOXeH hN1akoH y hapmakoHarnagy,

KapTOHHI ynakoBui 3aTBEPKEHOrO Haka3oM

pasom 3i WnpuLom- MiHicTepcTBa OXOPOHU

fosatopomM o6’emom 5 30,0p0OB’A YKpaiHu Bif, 27

M/1 Ta agantepom A/ia rpyaHsa 2006 poky Ne

wnpuua; 898, 3apeecTpoBaHoro B

no 100 M1y cKstHOMy MiHicTepcTBi tocTuLii

(pN1aKOHI 3 KPULLIKOHO, YKkpaiHu 29 ciuns 2007

HeJoCTYMNHO ANs poky 3a Ne 73/13340 (y

BIAKPUTTA AiTbMU; KOXEH pefakuii Hakasy

(pNaKOH Y KapTOHHIN MiHicTepcTBa OXOpPOHU

ynakoBLi pa3om 3i 3/10pOB's YKpaiHu Bif 26

LLINPULOM-A03aTOPOM BepecHs 2016 poky Ne

06’'emoM 5 mn Ta 996), CTaHOBUTb: 3rigHO

ajanTepom Ans wnpuua 3i cTpoKamu,

3a3HayYeHMun y
nepioguYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6esneku.

2. ANNEPIA TabneTku, BKpUTI KPKA, a.4., HoBo CnoBeHis BVMPOGHMLTBO "in CnoBeHis peecTpauisi Ha 5 pokis 3a He UA/18840/01/01

NAiBKOBOK 060/IOHKOHO, MecTo bulk", nepsuHHe peyenmom nionsieae

no 25 wmr, no 10
Tabnetok y 6nictepi, no
3 6nicTepun y kopobL,i

Ta BTOPUHHE
nakyBaHHs,
KOHTpONb Ta
BUNYCK cepil:

KPKA, a.4a., Hoso

mecTo, C/oBeHis;

MepiognyHICTb NogAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsgy,
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no 50 mr no 10 TabneTok
y 6nictepi, no 3
6nicTepu y kopobui

Ta BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUNYCK cepi:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTpOb cepil

MepioAnyHICTb NofaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO Haka3oM

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
KOHTpO/Ib cepil 3aTBEPAKEHOrO HaKa3oMm
(hi3nyHi Ta XimiyHi MiHicTepcTBa 0XOpOHK
meToaun 3[10pOB’A YKpainu Big 27
KOHTPO/0): rpyaHa 2006 poky Ne
KPKA, a.4., Hoso 898, 3apeecTpoBaHoOro B
mMecTo, C/oBeHis; MiHicTepcTBi tocTuuii
KOHTPONb cepii Ykpainu 29 ciuHsa 2007
(hi3nyHi Ta XimiyHi poky 3a Ne 73/13340 (y
meToaun peaakuii Hakasy
KOHTPO/0): MiHicTepcTBa OXOPOHU
HN30X 370pOB's YKpaiHu Bif 26
(HaujioHanbHi BepecHs 2016 poky Ne
naboparopis 3a 996), cTaHOBUTb: 3riHO
34paB’e, OKONE iH 3i cTpokamu,
XpaHo), CnoBeHis; 3a3HavYeHNMn y
KOHTPONb cepil nepioguyYHOCTI NOAAHHSA
(hi3nyHi Ta XimiyHi perynsipHux 3BiTis 3
MeToamn 6e3neku.
KOHTPO/0):
Kemiiicbki
iHCTUTYT, LleHTp
3a Bavtigauliicke
TEXHOSOTIE iH
aHaniTiko (LIBTA),
CnoBeHis;
KOHTpOnb cepii
(chiznyHi Ta XimiyHi
meToam
KOHTPON0):
Nab6eHa g.0.0.,
CnoBeHis;
KOHTpOnb cepii
(chiznyHi Ta XimiyHi
meToam
KOHTPONI0):
Kemina6 g.0.0.,
CnoBeHisg
3. ANNEPIA TabneTkun, BKPUTI KPKA, a.4., Hoso CnoseHis BMPOGHMLTBO "in CnoseHis peecTpauist Ha 5 pokis 3a He UA/18840/01/02
N/1iBKOBOK 06GO/IOHKOLO, MecTo bulk", nepBuHHe peyenmom nionsizae
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no 3 mn B amnyni, no 5
amnyn y KOHTYpHii
YapyHKoBIli ynakoBLii, No
1 a60 2 KOHTYpHI
YapyHKOBI YMaKoBKu y
KapTOHHIlA KOpO6L

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsaaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKas3om
MiHicTepcTBa OXOPOHU

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
(thiznyHi Ta XimiyHi MiHicTepcTBa OXOPOHU
meToamn 3[,0p0OB’A YKpaiHu Bif, 27
KOHTPO/H0): rpyaHsa 2006 poky Ne
KPKA, a.4., Hoso 898, 3apeecTpoBaHoro B
mecTo, CroBeHis; MiHicTepcTBi tocTuLii
KOHTpOb cepil YKkpaiHu 29 ciuns 2007
(thiznyHi Ta XimiyHi poky 3a Ne 73/13340 (y
meToaun pefakuii Hakasy
KOHTPO/H0): MiHicTepcTBa OXOpPOHU
HNA30X 3/10pOB's YKpaiHu Bif 26
(HauioHanbHi BepecHs 2016 poky Ne
nabopartopisi 3a 996), CTaHOBUTb: 3rigHO
34paB’e, OKONE iH 3i cTpokamu,
XpaHo), CnoBeHis; 3a3HavyeHVMun y
KOHTpOb cepil nepioguYHOCTI NOAAHHS
(thiznyHi Ta XimiyHi perynsapHux 3BiTiB 3
MeToamn 6e3neku.
KOHTPO/H0):
Kemilicbki
iHCTUTYT, LleHTp
3a Banigauincke
TEXHO/OrI€ iH
aHaniTiko (LIBTA),
CroBeHis;
KOHTPONb cepii
(hi3nyHi Ta XimiyHi
meToan
KOHTPO/0):
NabeHa p.0.0.,
CroBeHis;
KOHTPONb cepii
(hi3nyHi Ta XimiyHi
meToan
KOHTPO/0):
Keminab g.o.0.,
CnoBeHis
4, ACUNBPOKC pO34MH ONA iH'eKUIA Ta yopPna Ipysia Medrap lnay CaH. TypeyuunHa peecTpauist Ha 5 pokis 3a He UA/18841/01/01
iHransauiin, 300 mr/3 mn, MEANLUWVH NTA, A.LL. peyenmom nionszae




y 6nicTepi; no 1

perynsipHo

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esnekxu.
5. BEK/TOMETA3O0OH- cnpeii HazaslbHUiA ToBapucTBo 3 YkpaiHa KOHTPO/b SKOCTI, Ykpaina peecTpauist Ha 5 pokis 6e3 nionseae UA/18842/01/01
340POB'A [030BaHuii, cycnexsis, obmexeHo BWMNYCK Cepil: peyenma
50 mkr/go3y; no 180 o3 BiANOBiAA/IbHICTIO ToBapucTso 3 MepioAnyHICTb NofaHHSA
y dhnakoHi 3i cnpeli- "®dapmaueBTUYHa 06MEXEHO perynsipHo
HacocoM Ta 3aX1CHUM KOMMaHis BiANOBIAA/TBHICTIO OHOB/THOBAHOrO 3BITY 3
KoBnaykom; no 1 "3popos'a” "PapmaueBTnyHa 6e3neku, BiANOBIAHO A0
donakoHy y kopobui 3 KOMnaHis Mopsaaky 34iACHEeHHS
KapTOHY "3p0pos'a", thapmakoHarnsgy,
YKpaiHa; 3aTBepAXeHOro Hakasom
BCi cTagii MiHicTepcTBa 0XOpPOHK
BMPOGHMLTBA, 3[,0p0OB’A YkpaiHu Big 27
BUNYCK cepi: rpyaHa 2006 poky Ne
ToBapucTBo 3 898, 3apeecTpoBaHoro B
obmexeHor MiHicTepcTBi tocTuii
BiANOBIAANILHICTIO Ykpainu 29 ciuHs 2007
"papmaueBTNYHA poky 3a Ne 73/13340 (y
KOMMaHis pefakuii Hakasy
"3popos's", MiHicTepcTBa OXOPOHU
YKkpaiHa,; 370pOB's YKpaiHu Bif 26
KOHTPO/b AKOCTI: BepecHs 2016 poky Ne
ToBapucTso 3 996), cTaHOBUTbL: 3riHO
06MeXeHo 3i cTpokamu,
BiANOBiAA/IbHICTIO 3a3Ha4YeHMUN y
"®APMEKC nepioguyYHOCTi NOAAHHSA
reymn:, perynsipHux 3BiTiB 3
YkpaiHa 6e3neku.
6. BOHANYP TabneTku, BKPUTI MicTtpan Kenitan AHrniA PAPMATEH CA peuis peecTpauist Ha 5 pokis 3a He UA/18843/01/01
NAiBKOBOK 060/IOHKOHO, MeHegKMeHT peyenmom nionseae
no 150 mr no 1 Tabnetuy;j Nimiteq MepiognyHicTb NogaHHA




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

6nicTepy B KapTOHHiIl
KopooLi

OHOBJIHOBAHOIO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMuN y
nepioguyYHOCTi NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

BIHITEN®

cupon, 200 Mr/5 mn no
100 mn abo no 200 mny
CKNAHOMY (priakoHi 3
KPULLIKOIO 3 KOHTPONEM
NepLUoro BigKPUTTSA,
KOXXEH DN1akoH Y
KapTOHHIiA ynakoBL,i
pasom 3i Wwnpuuem-
[o3saTtopom 06’emoM 5
M/ Ta agantepom Ans
wnprua,;

no 100 mn a6o no 200
M1y CKNSAHOMY (DN1aKOoHi
3 KPULLIKOIO,
HeJOCTYMNHOW AN
BIAKPUTTA AiTbMU, KOXEH
h/1aKOH Y KapTOHHIA
ynakoBLi pa3om 3i
LUNPpULEM-[03aTOPOM
o6’emom 5 mn Ta
ajanTepom Ans wnpuua

TOB "TNEAGAPM
nTa"

YkpaiHa

TOB "KYCYM
DAPM"

Ykpaina

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepiognyYHoOCTi NOAAHHSA

3a
peyerimom

He
nionsieae

UA/18844/01/01




Ne HasBga snikapcbKo20 Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
perynsapHux 3BiTiB 3
6e3neku.
8. AIOCMEKTUT MOPOLLIOK (Cy6CcTaHLis) y AT "KMIBCbKNN YkpaiHa LWaHpoHr Kcinxe Kutai peecTpauisi Ha 5 pokis - He UA/18845/01/01
(MOHTMOPW/OHIT) nakeTax noABinHUX BITAMIHHWA PapmaueyTikan niosnsieae
nonieTuneHoBux ans 3ABOA" Ko. NTg
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
9. MET®OPMIH TabneTkun, BKpUTI TOB "APTEPIYM Ykpaina MAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18846/01/01
N1iBKOBOK 060/IOHKOLO, nTa" "KviBmegnpenapa peyenmom nionsizae
no 1000 mr, no 10 T MepioAnyHICTb NofaHHSA
Tabnetok y 6nictepi; no perynsipHo
3 abo 5, abo 6 6nicTepis OHOB/THOBAHOrO 3BITY 3
y nauuj 6e3neku, BiANOBIAHO A0
Mopsiaky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
YKpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHIMn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
10. HATPIIO XJ/1OPUA nopouwuok (cybetaHuis) B | MAT "Fanuycapm” YkpaiHa K+C MiHepanc HimeuunHa peecTpauist Ha 5 pokis - He UA/18847/01/01
naneposomy a6o enf ErpikanTwe nionsizae
naacTUKOBOMY NakeTi M6X
a60 B GasiK-KOHTEHepI,
BKPUTOMY LLIApOM
nonietTuneny gns
chapmaL,eBTUYHOro
3acToCcyBaHHs
11. OHAAHCETPOHY MOPOLLIOK (Cy6CTaHLis) y TOB Ykpaina IHKE, C.A. IcnaHis peecTpauist Ha 5 pokis - He UA/18848/01/01
rigpoxnopna noABiHMX "®APMACEN" nionsizae
AUTIAPAT noslieTUIEeHoBMX
nakeTtax gns
hapmaLeBTU4HOro




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3aCToCyBaHHA

12.

NMEMETPEKCE/],
DAPEC

NOPOLLOK A/1A
NPUroTyBaHHsA
KOHLeHTpaTy Ans
PO34MHy A15 iHdy3iil no
100 mr y donakoHi, no 1
hnakoHy y KopoobLi

KOJETYM c.p.o.

Cnosaubka
Pecny6nika

TumoopraH
dapmauie Mm6X

HimeuunHa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/18849/01/01

13.

NMEMETPEKCE/],
®DAPEC

NOPOLLOK AnA
NPUroTyBaHHs
KOHLieHTpaTy Ans
pO34nHy ANs iHy3ilii no
500 mr y dpiakoHi, no 1
chnakoHy y kopobui

KOJIETTYM c.p.o.

Cnosaubka
Pecny6nika

TumoopraH
dapmauie Mm6X

HimeuunHa

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoOBiAHO A0
Mopsiaky 34iCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3/10pOB's YKpaiHu Big 26

3a
peyenmom

He
nionseae

UA/18849/01/02




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHIMn y
nepioguMYHOCTi NofaHHsA
perynsipHux 3BiTiB 3
6esneku.

14.

MPE3EN 150

Kancynu no 150 mr, no
10 kancyn y 6nictepi, no
3 6nicTepu y KapTOHHIN
ynakosLi

IHA-CBidhT NimiTe

IHais

IHA-CBidT NimiTeq

IHais

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/18850/01/02

15.

MPE3E/ 300

kancynu no 300 mr, no
10 kancyn y 6nictepi, no
3 6nicTepu y KapTOHHIN
ynakoBLij

IHA-CBIdhT NimiTes

IHais

IHA-CBIidT NimiTeq,

IHais

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsiaky 34iCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionseae

UA/18850/01/03




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MiHicTepcTsi tocTuuii
YKpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y

pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HayYeHMuN y
nepiogMyHOCTi NoAaHHsA

perynsipHux 3BiTiB 3

6esnekxu.

16.

NPE3EN 75

Kancynu no 75 mr, no 10
kancyn y 6nictepi, no 3
6nicTepy y KapTOHHiIl
ynakosLi

IHA-CBidhT NimiTes

IHais

IHA-CBidT NimiTeq

IHais

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/18850/01/01

17.

CAHIMNEHEM

NOPOLLOK A4/15 PO3UUHY
ANs iv'exuin, no 1000 mr,
no 1 donakoHy y
KapTOHHIlA KOpooLi

Bpykc
Nab6opaTtopic
Nimiteq

IHais

Bpykc
Nab6opaTtopic
Niviteq

IHais

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 3AiCHEHHs!

3a
peyenmom

He
nionseae

UA/18851/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

hapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKkpaiHnu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HayYeHMUN y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esnekxu.

18.

CKAMHEM

NOPOLLOK A4/15 PO3YUHY
08 iH'exuin, no 1000 wmr;
no 1 cpnakoHy y
KapTOHHIA KOpO6L

Bpykc
NabopaTtopic
Nimitepn

IHais

Bpykc
NabopaTtopic
Nimitepn

IHais

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/18852/01/01

10




B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOro 3a0e3ne4yeHHA IBaH 3AABOPHUX
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Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBa nikapcbko2o dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. AONMICTA cnpeii HasasTbHUIA, MEZOA ®apma HimeuunHa BMPOGHUK, IHais/ nepepeecTpawis Ha 3a He UA/14920/01/01
cycnensis 137 mkr/50 'm6X eHp Ko. KI BiANOBIAabHUIA 3a HimeuunHa HeobMexeHuii TepMiH peyenmom nionsizae
MKI Ha [03Y; Nno 6,4 1 BUPOBHNLTBO
cycneHsii y dpnakoHi 10 Hepo3dhacoBaHO( OHOB/IEHO iH(hopmaLLito
mi; no 1 conakoHy B NpoAyKLi, B IHCTPYKU|i ans
KapTOHHIi nauyyj; no 23 r nepBuHHE Ta Megu4Horo
cycneHsii y dpnakoHi 25 BTOPVHHE 3acToCyBaHHSA
Mn; no 1 donakoHy B nakyBaHHs: nikapcbkoro 3acoby B
KapPTOHHI/ nauui Livnna Nimiteg, po3ginax
IHAis; "GapmakoTepanesTnyHa
BUPOGHUK, rpyna. Kog ATX"
BiANOBIAA/IbHWIA 32 (peparyBaHHsl TEKCTY
BUNYCK cepil: 6e3 3MiHn Koy ATX),
MEJOA ®apma "®apmakonoriyHi
'm6X eHg Ko. KT, BMacTuBOCTI"
HimeyunHa (peparyBaHHs TEKCTy Ta

YTOUHEHHS iHdopmalLii),
"lMoka3zaHHA"
(peparyBaHHsi TEKCTY),
"Ocob6nuBocTi
3acTocyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakw"
BignoBigHO Ao
mMartepianis
peecTpaLiiHoro Aocke.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM

12




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

EHKAA-BIONIK®

PO34uMH N4 iH'ekuiid, 3,5
%, no 3 mn B amnyni, no
10 amnyn y nauui

AT "BIONIK"

YkpaiHa

AT "BIOJTIK"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/5196/01/01

KAPAIOCTAJ,

Tabnetkv no 6,25 mr, no
7 Tabnetok y 6nictepi;

CTAIA
ApuHalimiTTens

HimeuunHa

BUWMYCK Cepii:
CTAIA

Himeuunna/
Cepbist

nepepeecTpauis Ha
HeobMeXeHW TepMiH

3a
peyenmom

He
niosisieae

UA/3966/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 4 6nictepu B
KapTOHHI Kopobuj

Al

ApuHaiimiTTens
Al', HimeuunHa;
BUPOGHMLTBO
Hepo3acoBaHoro
npoaykTy,
nepBuHHE Ta
BTOpPUHHE
nakyBaHHs,
KOHTPO/b Cepiii:
"Xemodpapm" AL,
Cepbis

OHoBeHO iHhopmaLio
B IHCTPYKUiT Ans
MeANYHOro
3acTOCyBaHHSA
NiKapcbKoro 3acoby y
po3sginax "OcobnmBocTi
3acTocyBaHHs", "Moo6iYHi
peakuii” BignoBigHo A0
OHOB/EHOT iHthopmMaLi 3
6e3nekun gjtoyoi Ta
[LOMOMDKHMX PEYOBWH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

KAPAIOCTAJ,

Tabnetkv no 12,5 mr, no
7 TabneTok y 6nictepi;
no 4 6nictepu B
KapTOHHI Kopobuj

CTAJA
ApuHaiimiTTens
Al

HimeuunHa

BUMYyCK Cepili:
CTAIA
ApuHalimitTTens
AT, HimeuunHa;

Himeuunna/
Cepbis

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEHO iHhopmaLio

BVPOGHMLTBO B IHCTPYKLU|i Ans
Hepo3ghacoBaHOro MeAnYHOro
NpOAYKTY, 3aCTOCyBaHHSA
nepBuHHe Ta nikapcbKoro 3acoby y
BTOPVHHE po3sginax "OcobamBocTi

3a
peyerimom

He
nionsieae

UA/3966/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHS,

KOHTPONb Cepili:

"Xemodhapm" AL,
Cepbis

3actocyBaHHs", "IN06Gi4Hi
peakuii" BiAnoBigHo A0
OHOB/EHOT iHChopMmaLii 3
6e3neku gjtoyoi Ta
[OMOMDKHUX PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

KAPZIOCTAL

TabneTku no 25 mr, no
14 TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHI Kopo6Lyi

CTAIA
ApuHaiimiTTeNb
Al

HimeyunHa

BWMYCK Cepiii:
CTAIA
ApuHaiimiTTens
A, HimeyunHa;
BVMPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Cepili:
"Xemodpapm" AL,
Cepbis

Himeuunna/
Cepbis

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sginax "OcobnmBocTi
3acTocyBaHHs", "INo6iYHi
peakuii" BiAnoBigHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku gjtoyoi Ta
[OMOMDKHUX PEYOBWH.

MepioAnYHICTb NOAAHHSA

3a
peyenmom

He
nionsieae

UA/3966/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

KONICTUH 3EHTIBA

MOPOLLIOK A/ PO3YNHY
Ans iH'ekuili abo iHdy3ilt
no 1 000 000 MO, 1 a6o
10 chnakoHis 3
MOPOLLKOM B KapTOHHiiA
nauuj

3eHTiBa, K.C.

Yecbka
Pecny6nika

MoBHWIA LWKN
BMPOGHMLTBA:
Kcennia
dapmacbloTikasc
AnC, faHis;
TecTyBaHHs:
Kcennia
$apmacbloTikasc
Ntph, YropwmHa

[Lanis/
YropumHa

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
B/1acTmMBoCTi",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta fo3n",
"Mo6iuHi peakwyii"
BignosigHo oo
iHdpopmauii
pedhepeHTHOro
nikapcbkoro 3acoby

3a
peyenmom

He
nionsieae

UA/15525/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KonomiumH IH’ekuis,
MOPOLLOK A/151 PO3UNHY
LN iH eKLil, iHDY3iIn
abo iHransaujn no
1000000 MO a6o
2000000 MO.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

KONICTUH 3EHTIBA

MOPOLLIOK 47181 PO3UMHY
Ans iH'ekuiii abo iHdysil
2 000 000 MO; 1 a6o 10
(h/1aKoHIB 3 NMOPOLLKOM B
KapTOHHI nayui

3eHTiBa, K.C.

Yecbka
Pecny6nika

MoBHWIA UMKN
BVMPOGHMLTBA:
Kcennia
dapmacbtoTikanc
AnC, faHis;
TecTyBaHHs:
Kcennia
dapmacbloTikasnic
1A, YroplwmHa

[Oanis/
YropwmHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BN1aCTVBOCTI",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogjin",

3a
peyerimom

He
nidnsieae

UA/15525/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Oco61MBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta gosu',

"Mo6iuHi peakwyii”
BiANoBIgHO A0
iHGopMmawii
pedyepeHTHOoro
nikapcbKoro 3acoby
KonomiumH IHekujis,
NMOPOLLIOK A/151 PO3YUHY
ONA iH'eKUiA, iHdy3il
abo iHransyi no
1000000 MO a6o
2000000 MO.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

NEBIHOPUH

PO34mMH opasibHuiA, 100
mr/mn; no 300 mny
dhnakoHi; no 1 dpiakoHy
Ta OpasibHOMY LUNpULY Y
KapTOHHI Kopobuj

CaHpo3
dapmacboTikan3
a.4a.

CnoBeHis

Brpo6HMLTBO "in
bulk", nakyBaHHs:
Pewmegika /1Ta,
Kinp;
BUMYCK Cepili:
Canotac ®apma
'vM6X, HimeuumHa

Kinp/
HimeyunHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHsA

3a
peyenmom

He
nionsieae

UA/15634/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby y
po3ginax: "OcobnmBocCTi
3acTocyBaHHs", "Mo6iYHi

peaxuii” BignosigHo A0

iHchopmawii Wwopao
MeaNYHOro
3acTOCyBaHHS
pedyepeHTHoro
NiKapcbKoro 3acoby
(KEMMNPA®, po3yuvH
opasibHui).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

NIPA®

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 500 mr no 10
TabneTok y 6nictepi, no
3 6nictepn B nayui 3
KapTOHY

AT "®dapmak”

YKpaiHa

AT "dapmak”

YKpaiHa

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.
OHoB/EHO iHdhopMaLto

B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
BiANoBIgHO A0
pedhepeHTHOro
nikapcbkoro 3acoby

3a
peyenmom

He
nionsieae

UA/13370/03/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(ComasunHa®, TabneTku
no 500 mr) y posginax
"GapmakoTepaneBTnyHa
rpyna" (yTOYHEHHs
hopmy oBaHHS),
"3acTocyBaHHs y nepiog
BariTHocTi abo

rogysaHHs rpyaanro”,
"MoGiuHI peakuji.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

10.

MEAAKCA

MOPOLLIOK
niodpinizoBaHWin aAns
NPUroTyBaHHSA PO34nHY
Anst iHdpys3ii (5 mr/mn)
no 50 wmr, 1 cknsHoM
¢hN1aKoH 3 NOPOLLKOM Y
KapTOHHI Kopobuj

Mepak
le3enblwadT drop
KniHiwe
LLineuianbnpenapa
Te M6X

HimeuunHa

BVPOGHWK, LLIO
BignoBigae 3a
BUNYyCK cepil,
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b/BUNPOGY
BaHHS cepili:
Mepak
lesenbwadt dhrop
KniHiwe
LLineuianbnpenapa

HimeyunHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax: MokasaHHS"
(peparyBaHHs TeKCTy),
"B3aemogis 3 iHWMMKn
niKkapcbknmy 3acobamu

3a
peyerimom

He
nidnsieae

UA/4884/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Te M6X, Ta iHWi BUam
HimeuunHa, B3aEMOgjin",
BUPOGHMK, L0 "Oco6mBoCTI
Bignosigae 3a 3actocyBaHHs", "IN06i4Hi
BUMNyCcK dhopmu in peakuii" BiAnosigHo A0
bulk, nepeuHHe OHOB/EHOT iHChopMmaLyii 3
nakyBaHHs, 6e3neku gjtoyoi
KOHTPO/b/BUNPOGY peyoBUHN.
BaHHSs cepiii:
OHkoTek Papma MepioAnyHICTb NOAAHHSA
MpogakwH M6X, perynsapHo
HimeuunHa OHOBJ/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHYU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.

11. MEAAKCA NopOLLOK Mepak HimeuuunHa BVPOGHMK, L0 HimeyunHa nepepeecTpawis Ha 3a He UA/4884/01/02
niodpinizoBannii ans lesenbliadT drop Bignosigae 3a HeobMexeHuii TepMiH peyenmom nionsi2ae
NPUroTyBaHHSA PO34NHY K/iHiLwe BWMYCK Cepil,
ans iHdy3in (5 mr/mn) Lneuianbnpenapa BTOPVHHE OHOB/EHO iH(hopmaLLito
no 100 mr; 1 cknsiHOW Te M6X nakyBaHHs, B IHCTPYKLU|i ans
dpnakoH 3 NOPOLUKOM Yy MapKyBaHHS, MeAnYHOro
KapTOHHI Kopo6Lyi KOHTPONb/BUNPOBY 3acTOCyBaHHSA

BaHHs cepili: niKapcbKoro 3acoby y
Mepak po3ginax: MNMokasaHHs"
lesenbwadt drop (peparyBaHHs TEKCTY),
KniHiwe "B3aemogis 3 iHWmMn
LLineujanbnpenapa nikapcbknMmn 3acobamu
Te M6X, Ta iHWi BUan
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
HimeyunHa,; B3aemogijin",
BUPOGHMK, IO "Oco611BoCTI
BignoBigae 3a 3acTocyBaHHs", "Mo6iYHi
BUNYyCK hopMu in peaxuii” BignosigHo A0
bulk, nepsunHHe OHOB/IEHOI iHdopMaLiii 3
nakyBaHHs1, 6e3nekun gjryoi
KOHTPO/b/BUNPOGY PeYOoBUHM.
BaHHA cepiii:
OHkoTek dapma MepiognyHICTb NoAaHHA
MpopakwH M6X, perynspHo
HimeyumHa OHOB/IHOBAHOrO 3BITY 3
6e3neku, BignNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

12. MEOAKCA MOPOLLOK Mepnak Himeuunna BVPOGHWK, LLIO HimeuunHa nepepeecTpauis Ha 3a He UA/4884/01/03
niogpinizoBaHWin Ans Iesenbwadt drop Bignosigae 3a HeobMeXeHWi TepMiH peuyenmom niosnsieae
NPUroTyBaHHA PO3UYUHY KniHiwe BUNYyCK cepil,
ans iHdysin (5 mr/m) Lneujianbnpenapa BTOPUHHE OHoB/EHO iHdhopMaLto
no 150 mr; 1 cknsiHoi Te M6X nakyBaHHs, B IHCTPYKUiT Ans
h/1aKoH 3 NOPOLLKOM Y MapKyBaHHs, MeanYHOro
KapTOHHI Kopo6Lyi KOHTPO/b/BMNPOGY 3aCTOCyBaHHS

BaHHS cepili: nikapcbKoro 3acoby y
Megak po3ginax: MNMokasaHHs"
lesenbliadT drop (peparyBaHHs TEKCTy),
KNiHiwe "B3aemopis 3 iHWMMKN
LWneujansnpenapa nikapcbknMmn 3acobamu
Te M6X, Ta iHWi Bnan
HimeyuunHa,; B3aemogjin",
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHMK, LLIO
Bignosigae 3a
BUNyCK oopMMm in
bulk, nepsuHHe
nakyBaHHS,
KOHTPONb/BUNPOGY
BaHHS cepili:
OHkoTek Papma
MpoaakwH MvéX,
HimeuyunHa

"Oco61MBOCTi
3acTocyBaHHs", "Moo6iYHi
peakuii” BignoBigHo A0
OHOB/EHOT iHthopMaLi 3
6e3nekun gjtoyol
peyvoBUHM.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

13.

MEAOK/NAB

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 500 mr/125 wmr, no 8
TabneTok y 6nictepi; no
2 6ricTepn y KapTOHHIN
KopooLi

Megpokemi T4

Kinp

Mepokemi 1T
(3aBog B)

Kinp

MepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
y po3ginax
"GapmakoTepanesTnyHa
rpyna'(yToYHeHHs
iHdhopmawuii),
"®apMaKoorivHi
BNacTMBOCTI"
(yTOYHeHHs iHdhopmauii),
"Moka3aHHA"(YTOUYHEHHS
iHdhopmauii),
"B3aemogis 3 iHWMMKn
niKkapcbknmy 3acobamu

3a
peyerimom

He
nidnsieae

UA/4428/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHSA",

"3acTocyBaHHSA y nepioz
BariTHocTi abo
rofyBaHHs
rpyAA0" (YTOUHEHHSA
iHdhopmauii), "Cnoci6
3aCTOCyBaHHA Ta
[031"(YTOUHEHHSA
iHhopmawi),
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
iHCTPYKUji gns
MeAnYHOro
3acTOCyBaHHsA
NiKapcbKoro 3acoby
BignosigHoO o0
OHOB/IEHOT iHdopMaLLii
o0 pedepeHTHOro
nikapcbKoro 3acoby
AYrMEHTUH TabneTku.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepioanYHOCTI NoAaHHsA
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku
14. MEAOKNAB TabneTkn, BKpUTI Mepokemi T4 Kinp Mepnokemi 1T Kinp MepepeecTpauis Ha 3a He UA/4428/01/02
(3aBog B) HeobMeXeHW TepMiH peuyenmom niosnsieae

NNiBKOBOK 060/IOHKOIO,
no 875 mr/125 mr, no 7

TabneTok y 6nictepi; no
2 6nicTepn y KapTOHHIl
KopoobLi

OHoB/EHO iHdhopMaLito
y po3sginax
"PapmakoTepaneBTnyHa
rpyna"(yTouHeHHs
iHhopmawi),
"®apMaKoorivHi
BNacTuBOCTI"
(yTouHeHHs iHdopMaLii),
"Moka3aHHA"(YTOYHEHHS
iHchopmawuii),
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6numBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rofyBaHHs
rpyaa'(yTouHEHHs
iHchopmawii), "Cnocié
3aCTOCyBaHHA Ta
[031"(YTOYHEHHSA
iHdpopmauii),
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
IHCTPYKUii Ans

MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
o040 pedhepeHTHOro
nikapcbKoro 3acoby
AyrMeHTWH TabneTtku.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0

MopsaKy 34iiCHEHHs
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HaYeHMn y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku
15. ME/TOKCUKAM MOPOLLIOK (Cy6CcTaHLis) y TOB "®APMEKC YkpaiHa FOHIMAPK IHAiA nepepeecTpauis Ha - He UA/15923/01/01
noABINHNX reyn" PEMEZI3 NTA. HeobMeXeHWin TepMiH nionsieae
nonieTnaeHoBuUx
naketax Ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
16. MOHTEMAK 4 TabneTkn XyBasibHi Mo 4 Makneopc IHais Makneopc IHais MepepeecTpauis Ha 3a He UA/15178/01/02
mr; no 10 TabneTok y dapmacbloTrkanc dapmacboTrKanc HeoOMeXeHW TEpMiH. peyenmom nionsizae
6nictepi, no 3 6nictepu Nimiten Nimiten OHOB/IEHO iH(hopmaLLito

Y KapTOHHI ynakosLi

BigNoBiAHO A0
pedhepeHTHOro
niKkapcbKoro 3acoby
(CuHrynap®, TabneTtku
XyBaUibHi Mo 4 mr abo 5
Mr) Ta 3rigHo 3
6€e3MeKot0 AONOMDKHMX
PEYOBUH B IHCTPYKL,i
AN MegnyHoro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax "lMokasaHHa"
(yTOuYHeHHs iHdhopmauii),
"Ocob6nvBoCTi
3acTocyBaHHA" Ta
"MobiuHi peakwyji".

MepioAnYHICTb NOAAHHS
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

17.

MOHTEMAK 5

TabneTkn xyBasibHi No 5
Mr; no 10 Tabnetok y
6nictepi, no 3 6nictepu
Y KapTOHHI ynakoBLi

Makneopc
PapmacboTuKanc
Nimiteq

IHais

Makneozac
dapmacboTrKanc
Nimiteq

IHais

MepepeecTpauis Ha
HE0OMEeXeHW TepPMiH.
OHoBEHO iHhopmaLio

BignoBigHO Ao
pedyepeHTHoro
nikapcbKoro 3acoby
(CuHrynap®, Tabnetku
XyBaJsibHi no 4 Mr a6o 5
Mr) Ta 3rigHo 3
6€e3MeKot AONOMKHMX

PEYOBUH B IHCTPYKLUT

AN MegnyHoro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
po3ginax "lMokasaHHs"
(yTOYHeHHs iHdhopmauii),
"Oco611BOCTi
3acTocyBaHHA" Ta

"Mo6iuHi peakwyji.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOBJIHOBAHOrO 3BITY 3

3a
peyenmom

He
nionsieae

UA/15178/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

18.

OCETPOH®

PO3YMH ANS iH'EKLRA, 2
Mr/mMn; no 2 mn (4 mr)
abo 4 mn (8 mr) B
amnyni; no 5 amnyny
6nictepi; no 1 6nictepy
B KapTOHHIi Kopo6Lyi

A-p Peppi'c
Nab6opaTopic /T4,

IHais

[-p Peapi'c
NabopaTtopic
NimiTeq

IHais

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rofyBaHHs
rpyAAH0" (YTOUHEHHSA
iHchbopmawii), " 3paTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo
iHWYMKU MeXaHi3mamn®,

3a
peyenmom

He
nionsieae

UA/4886/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Mepepno3yBaHHA",
"Mo6iuHI peakuii”,
"HecyMicHicTb"
BignosigHo 0
OHOB/IEHOI iHdopMaLiii 3
6e3nekn 3acTocyBaHHs
Lito4oi Ta JOMNOMDKHUX
PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

19.

MEHTACA

CYNno3uTOpIi peKTasIbHI
no 1000 mr; no 7
cyno3uTopiiB y 6icTepi;
no 4 6nictepu B
KOMMAEKTI 3 TiriEHIYHMMMN
HanasibHMKaMn B
KapTOHHI ynakoBLi; No
7 cynosuTopiie y
6nicTepi; no 4 6nictepu
B KapTOHHIiA ynakoBLi

PeppiHr
IHTEepHeLHN
CeHntep CA

LLiBeiiuapis

BUPOBHULTBO:
®eppiHr
IHTepHeLwHN
CeHtep CA,
LBeliuapis;
BiANOBIAA/IbHWIA 32
BUNYyCK cepil:
Peppinr MM6X,
HimeyunHa

LLBeiiuapisi/
HimeuunHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby B
po3sainax
"GapmakoTepanesTnyHa
rpyna. Kog ATX "
(peparyBaHHs TEKCTY
6e3 3MiHn koay ATX),

3a
peyenmom

He
nionsieae

UA/4990/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"®apMaKoorivHi
B/1acTMBOCTI"
(peparyBaHHs TEKCTY Ta
YTOUYHEHHS iHdhopMmauii),
"Ocob6nuBocTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogyBaHHs
rpyaa’(pesaryBaHHs
TEKCTY Ta YTOYHEHHS
iHdhopmawii), "Cnoci6
3aCToCyBaHHA Ta Ao3n"
(peparyBaHHsA TekCTy Ta
YTOUYHEHHS iHhopMaui),
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
mMartepianis
peecTpauiiHoro Aocbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

20.

NMEHTACA

TabneTkn

PeppiHr

LLiBeiiuapis

BUPOBHULTBO:

LLiBeriuapisi/

nepepeecTpauisi Ha

3a

He

UA/4990/02/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1

NPOIOHIOBaHOT Aji No IHTEepHeLHN PeppiHr HimeyunHa HeobMeXeHWin TepMiH peuyenmom niosnsieae

500 wr; no 10 TabneTtok Centep CA IHTEepHeLHN

y 6nictepi; no 5 a6o 10 CeHTep CA, OHoB/IEHO iHGhopmaLito

6nicTepiB y KAPTOHHIl LlBeiiuapis; B IHCTPYKLUii ans

KopoobLi BiAnosiganbHUi 3a MeanyHoro

BMNYyCK cepil: 3acTocyBaHHA
®eppiHr MTM6X, nikapcbkoro 3aco6y B
HimeuunHa po3ginax
"GapmakoTepaneBTnyHa

rpyna. Kog ATX"
(peparyBaHHs TekCTy
6e3 3MiHn kogy ATX),
"®apMaKoorivHi
B/1acTMBOCTI"
(peparyBaHHs TEKCTY Ta
YTOUYHEHHS iHdhopMmauii),
"Ocob6nmBoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepios
BariTHocTi abo
rogyBaHHs
rpyaa’(pesaryBaHHs
TEKCTY Ta YTOYHEHHS
iHdhopmauii), "Cnoci6
3aCcToCyBaHHA Ta Ao3n"
(peparyBaHHsA TekCTy Ta
YTOUYHEHHS iHhopMauii),
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
mMartepianis
peecTpaLiiHoro AocheE.
MepioAnyHICTb NOAAHHS
perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPKEHOro Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku

21.

NEPUHAONPUN
4/AMNOAMNIH 10
KPKA

Tabnetkn no 4 mr/10 wmr;
no 10 Tabnetok y
6nicTepi; no 3 abo no 9
6nicTepiB Yy KAPTOHHIi
KOpOoO6Li

KPKA, 4.4., Hoso
MECTO

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYyCK cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTPO/Ib cepii
(hiznyHi Ta XimiuHi
meToan
KOHTPO/H0):
KPKA, a.4., HoBo
mecTo, CroBeHis

CnoBeHis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"Cnocib 3acTtocyBaHHs
Ta gosun" (woao
6e3neku),
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku gjtoyoi
peyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM

3a
peyerimom

He
nidnsieae

UA/14821/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

22,

NEPUHAONPUN
4/AMNOAWMIH 5
KPKA

Tabnetkv no 4 mr/5 mr;
no 10 Tabnetok y
6nictepi; no 3 abo no 9
6nicTepiB y KAPTOHHIN
KopooLi

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPUHHE
naxkyBaHHs,
KOHTpO/b cepii Ta
BUMNYCK Cepii:
KPKA, a.4a., Hoso
mecTo, CnoBeHis;
KOHTPO/b cepii
(piznyHi Ta XimiuHi
meToamn
KOHTPO/H0):
KPKA, g.4., Hoso
mMecTo, CnoBeHis

CnoBeHisi

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeaNYHOro
3acToCyBaHHsA
nikapcbKkoro 3acoby y
po3ginax
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosun" (woao
6e3nekn),
"Mepepno3yBaHHA",
"Mo6iuHi peakwii"
BignoBigHO Ao
OHOBNEHOT iHthopmaLi 3
6e3nekun gjtoyoi
peyoBuUHM.

3a
peyenmom

He
nionsieae

UA/14822/01/01

33




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

23.

NEPUHAOMPUN
8IAMTIOAMNIH 10
KPKA

Tabnetkv no 8 mr/10 wmr,
no 10 TabneTtok y
6nicTepi; no 3 abo no 9
6nicTepiB y KAPTOHHIl
KopoobLi

KPKA, a.4., Hoso
MECTO

CnoBeHis

BMPOBHULTBO "in
bulk", nepsrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BWMYCK Cepii:
KPKA, a.4., Hoso
mecTo, CNnoBeHis;
KOHTPO/b cepii
(thinyHi Ta XimiuHi
mMeToamn
KOHTPO/H0):
KPKA, a.4., HoBo
mecTo, CrioBeHis

CnoseHis

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"Cnoci6 3acTtocyBaHHs
Ta gosn" (wono
6e3neku),

3a
peyenmom

He
nionsieae

UA/14822/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekun gjtoyol
PeyoBUHM.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

24,

NEPUHAONPUN
8/AM/TOAVNIH 5
KPKA

Tabnetkv no 8 mr/5 mr,
no 10 TabneTok y
6nicTepi; no 3 abo no 9
6nicTepiB Yy KAPTOHHIi
KOpOoO6Li

KPKA, 4.4., Hoso
MECTO

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYyCK cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTPO/Ib cepii
(hiznyHi Ta XimiuHi
meToan
KOHTPO/H0):
KPKA, a.4., HoBo
mecTo, CroBeHis

CnoBeHis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Ocob611BOCTi

3a
peyerimom

He
nidnsieae

UA/14823/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acTocyBaHHSA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
rogysaHHsa rpyaar”,
"Cnoci6 3acTtocyBaHHs
Ta gosun" (woao
6e3nekn),
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
BignosigHo 0
OHOB/IEHOI iHdopMaLlii 3
6e3nekun gjryoi
PeYoBUHM.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

25.

MPOr’MHOPM FECTA

Kancynm m'siki no 200 wr;
no 15 kancyn M’akux y
6nicTepi; no 2 6nictepu
y nauui

3AT «®apmnira»

JInToBCbKa
Pecny6nika

NNABOPATOPIOC
JIEOH ®APMA
C.A.

IcnaHis

MepepeecTpauis Ha
HeobMeXeHWli TepPMIH.

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby y

3a
peyenmom

He
nionsieae

UA/15254/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

po3ginax :
"®apMaKonorivHi
B/acTmMBocCTi",
"Moka3aHHs" (YTOYHEHHS
iHdpopmauii),
"Oco6nmBOCTi
3acTocyBaHHSA",
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
BignosigHo 0
iHchopmawii Wwopao
MeAnYHOro
3acToCyBaHHSA
pedyepeHTHoro
NiKapcbKoro 3acoby
(YTpoxecTaH, kancynu
BariHanbHi).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

26.

MPOr’MHOPM rECTA

Kancynm m’ski no 100 wmr;
no 15 kancysn M'akux y
6nicTepi; no 2 6nictepu
y navuj

3AT «Papmnira»

JInToBCbka
Pecny6nika

NTABOPATOPIOC
NNEOH ®APMA
C.A.

IcnaHis

MepepeecTpais Ha
HEO6MeXeHU TePMiH.

OHOB/IEHO iH(hopMmaLLito

3a
peyenmom

He
nionsieae

UA/15254/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHs
nikapcbKoro 3acoby y
posainax :
"®apMaKosoriyHi
BNacTuBOCTi",
"MokasaHHA" (YTOYHEHHSA
iHhopmawii),
"Oco61MBOCTi
3acTocyBaHHA",
"MNepepo3yBaHHsA",
"Mo6iuHi peakwyii”
BiANoBIgHO A0
iHdhopmauii woao
MeANYHOro
3acTOCyBaHHsA
pedoepeHTHOro
nikapcbKoro 3acoby
(YTpoxecTaH, kancynm
BariHasibHi).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
27. nyPu-HeTon™ Tabnetku no 50 mr, no AcneH ®apma IpnaHgis Ekcenna Mm6X i HimeyunHa nepepeecTpawis Ha 3a He UA/14862/01/01
25 TabneToK y thakoHi; Tpeiiginr Nimites Ko. KI HeobMexeHuii TepMiH peyenmom nionsizae

no 1 chnakoHy y
KapTOHHI Kopo6Lyi

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby B
po3ginax
"GapmakoTepanesTnyHa
rpyna. Kog ATX "
(peparyBaHHs TEKCTY
6e3 3miHn Koy ATX),
"®apMaKoorivHi
B/1ACTMBOCTI"
(peparyBaHHsi TEKCTY),
"Moka3aHHA"
(peparyBaHHs TEKCTY Ta
YTOUYHEHHS iHdhopMmauii),
"B3aemogis 3 iHWmMu
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3acTocyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHocTi abo
rofyBaHHs
rpyaao”(pesarysaHHs
TEKCTY Ta YTOYHEHHS
iHcpopmawii), "Cnocio
3acTocyBaHHA Ta 4o3un”
(peparyBaHHsi TEKCTY),
"Mo6iuHi peakwyii”
BiAnNoBigHO A0
mMaTepianis
peecTpaLiiHoro AoCbeE.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO 40
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Haka3om
MiHicTepcTBa OXOPOHMU
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HavyeHVMun y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

28.

PAMI3EC® KOM

Tabnetkn, 10 mr/12,5 wmr,
no 10 Tabnetok y
6nicTepi; no 3 6nictepu
y nauui

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
posginax:
"®apMaKoorivHi
BN1ACTVBOCTI",
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijin",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3aaTHiCTb BNAVMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTPaHCNOPTOM abo
HWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHs
Ta go3smn", "Mo6iyHi
peakujii" BiANOBIAHO A0
iHdhopmauii woao
MeanYHOro
3aCcTOCyBaHHSA
pediepeHTHoro

3a
peyerimom

He
nionsieae

UA/15546/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby
(TpuTaue Mntoc,
Tabnetkn 10 mr/12,5mr).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

29.

PAMIBEC® KOM

Tabnetkn, 5 mr/12,5 mr
no 10 Tabnetok y
6nicTepi, no 3 6nictepu
y nauui

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
posginax:
"®apMaKoorivHi
BN1ACTVBOCTI",
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",

3a
peyerimom

He
nionsieae

UA/15545/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"3paTHICTb BNIMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
HLWMMKX MexaHi3MamMmn”,
"Cnoci6 3acTocyBaHHs
Ta pgosu", "Mo6iyHi
peakuii" BiAnosigHo A0
iHdhopmauii woao
MeANYHOro
3acTOCyBaHHsA
pedoepeHTHOro
nikapcbKoro 3acoby
(TpuTaue Mntoc,
Tabnetkn 10 mr/25 wmr).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

30.

PAMIBEC® KOM

Tabnetkn, 10 mr/25 mr
no 10 TabneTok y
6nicTepi, no 3 6nictepu
y nauui

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio

B IHCTPYKLU|i Ans
MeWYHOro

3a
peyerimom

He
nionsieae

UA/15545/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aCTOCyBaHHS
nikapcbKoro 3acoby y
posginax:
"®apMaKoorivHi
BracTmsocTi",
"MpoTnnokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHA",
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
HWMMKX MexaHi3MamMmn”,
"Cnoci6 3acTocyBaHHs
Ta pgosu", "Mob6iyHi
peakuii" BiAnoBigHo A0
iHdhopmauii woao
MeANYHOro
3acTOCyBaHHsA
pedoepeHTHOro
nikapcbKoro 3acoby
(TpuTaue Mntoc,
Tabnetkn 10 mr/25 wmr).

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJ/IOBAHOI O 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHs 2016 poky Ne
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dpnakoH 3 NOPOLUKOM B
KoMnekTi 3 1 amnynoto
po3umnHHKKa (Boga Ans
iH'ekuin) no 10 mny
KapTOHHI Kopo6Lyi

B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"®apMaKonorivHi
BracTmBocTi",
"MokasaHHA",
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijin",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"3aaTHiCTb BNAMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTPaHCNOPTOM abo
HWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHs
Ta gosun”, "Oitn",
"Mepepo3yBaHHA",
"Mo6iuHi peakuii”,
"HecymicHicTb"
BignoBigHO Ao
iHchopMmauiT
pedyepeHTHOoro
nikapcbKoro 3acoby
Maxipime, powder for
solution for injection or
infusion, Bpicton-

Maiiepc Ckgi66, CLUA (B

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
31. POKCUNIM NMOPOLUOK A1 PO3UUHY POTA®APM TypeyuunHa dapmaBixH CaH. TypeyunHa nepepeecTpawis Ha 3a He UA/15288/01/01
ansiiH'ekuiino 1,0r; 1 INAYNAPI NTA. Be Tigx. A.LL. HeobMexeHuii TepMiH peyenmom nionsi2ae
LTI
OHOB/EHO iH(hopmaLLito
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

YkpaiHi He
3apEECTPoBaHUif).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognyYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

32.

CEKHIQOKC

TabneTkn, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 1,0 r; no 2 tabnetkn
y 6nicTepi; no 1
6nicTepy B KAPTOHHiIl
ynakoBLi

YOPA[,
MEOVLIMH NTL,

py3ia

NABEOPATOPIA
BEW/I-KPEAT -
BEPHYWNE

PpaHuis

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.

OHOB/EHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posainax
"®apMaKkonorivHi
B/1ACTMBOCTI"
(monoBHeHHS
iHhopmawi),
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Ocob611BOCTi

3a
peyenmom

He
nionsieae

UA/11744/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acTocyBaHHSA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
roflyBaHHs
rpyAA0" (YTOUHEHHSA
iHdhopmawii), " 3gaTHiCTb
BMN/IMBATU Ha LUBUAKICTb
peakLjii npy KepyBaHHi
aBToTpaHcrnopToM abo
HLWIMMK MexaHi3mMammn®,
"MNepeno3yBaHHSA"
BigMNoBigHO A0 6e3nekn
3acTocyBaHHA fjto4ol
peyvyoBuHU, SKa
3a3HavyaETbCcs B
mMartepianax
peecTpauiiHoro Aocbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

33.

CUH®TIOPUKC™
BAKUWHA Ansi
MPODINTAKTUKN
NHEBMOKOKOBOI

cycneHsis ons iH'ekuji;
no 1 aosi (0,5 mn)
cycneHsii Ans iH'exuin y
nonepegHbLo

nakcoCmiTKnsiiH
Ekcnopt Jlimiteg,

Benvka
BpuTtaHis

nakcoCmiTKnsiiH
Bionopxikans C.A.

Benbris

MepepeecTpais Ha
HeobMexeHuii TepMiH

OHOB/IEHO iH(hopMmaLLito

3a
peyenmom

He
nionsieae

UA/15363/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
IHOEKLYJI HarnoBHEHOMY CK/ITHOMY B IHCTPYKUiT Ans
(MONMICAXAPUAHWUIA | wnpuuj y KOMAAEKTi 3 MeAnyHoro
AHTUCEH) TA OfHi€eto rosikoto abo 3 3aCTOCYBaHHs
HETUMOBAHOI [ABOMa rosikamu Ta 6e3 nikapcbkoro 3aco6y B
FEMO®IIbHOI ronok; 1 nonepegHLo posginax "IMyHonoriyHi i
IHPEKLYI, HanoBHEHWI WnpwL, 3 6ionoriynHi BnactneocTi”
KOH'FOFOBAHA, ronkoto abo gsoma (peparyBaHHsl TEKCTY Ta
AACOPBOBAHA ronkamu, abo 6e3 rosok YTOUHEHHS iHopmalLlii),
y iHAVBIgyaNbHOMY "B3aemogis 3 iHWMMKN
repMeTn4yHo nikapcbkMu 3acobamu
3anakosaHomy Ta iHWi BUAn
nAacTUKOBOMY B3aemMogijin",
KOHTelHepi; no 1 "Oco61MBOCTi
na1acTUKOBOMY 3actocysaHHs", "IMo6iYHi
KOHTEHEepPY Y KapTOHHIM peakuii”, "YnakoBka"
kopo6ui; no 1 posi (0,5 (peparyBaHHs TekCTy
MJ1) cycneHsii ans 6e3 3MiHK iHdhopmalLlii)
iH'eKLii y monepeaHbo BigMnoBigHO Ao
HanoBHEHOMY CK/IIHOMY mMartepianis
wnpuyi; no 10 wnpuuyis peecTpaLiiHoro Aocke.
3 10 ronkamu abo 6e3
rofioK y iHaMBIigyanbHUX MepioAnyHICTb NOAAHHSA
repmMeTU4HO perynspHo
3anaxkoBaHux OHOB/IIOBAHOTO 3BITY 3
NNacTVKOBUX 6e3neku, BiANOBIAHO A0
KOHTelHepax y Mopsaaky 34iiCHeHHs
KapTOHHI kopo6uj; no 1 thapmakoHarnagy,
no3i (0,5 mn) cycneHsii 3aTBEpPKEHOro Haka3om
ONst iH'eKuid y MiHicTepcTBa OXOpOHU
MOHOZ030BOMY 3[,0pOB’sl YKpaiHu Big 27
CKNSAHOMY (priakoHi; no rpyaHs 2006 poky Ne
1, 10 a6o 100 chnakoHiB 898, 3apeecTpoBaHoOro B
Y KapTOHHIli Kopo6u,i; no MiHicTepcTBi tocTuuii
2 po3u (1 mn) cycneHsii Ykpainu 29 ciuns 2007
Ans iH'eKuii y poky 3a Ne 73/13340 (y
MY/IbTUA030BOMY pefakuii Hakasy
chnakoHi; no 100 MiHicTepcTBa OXOPOHU
dhNakoHiB y KapTOHHiiA 370pOB'A YKpaiHu Bif 26
KopoobUi BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3nekun
34. TEMOAAN® NOPOLUOK A1 PO3YUHY Mepk LWapn i LLiBeiiuapis Brvpo6HMUTBO HimeyunHa/ nepepeecTpawis Ha 3a He UA/4893/02/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Ans iHdysiii no 100 wr, Ooym IAEA Tm6X Hepo3dhacoBaHO( Benbris HeobMeXeHWin TepMiH peuyenmom niosnsieae
1 chiakoH 3 NOPOLLKOM Y NpoAyKLi,
KapPTOHHIn KopooL,ji nepBuHHE OHoB/IEHO iHGhopmaLito

nakyBaHHs Ta
KOHTPOb AKOCTI:
BakcTtep
OHkonomxi MM6X,
HimeuuuHa;
BTopuHHe
nakyBaHHs Ta
[03BiN Ha BUMYCK
cepi:
LWepiHr-Mnay
Na6o H.B.,
Benbris

B IHCTPYKUiT Ans
MeaNYHOro
3acTOCyBaHHA
nikapcbkoro 3aco6y B
po3ginax
"MpoTnnokasaHHA",
"B3aemogis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogysaHHsa rpyaar”
(yTouHeHHs iHdopMauii),
"Mo6iuHI peakuii”,
BigMnoBigHO Ao
mMartepianis
peecTpauiiHoro Aocbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepioanYHOCTI NoAaHHsA
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku.

35. TEMOAAN® kancynv no 20 mr; no 1 Mepk Wapn i LLiBefiuapis Brpo6HMUTBO diHnaHgia/ nepepeecTpauis Ha 3a He UA/4893/01/02
Kancyniy cawe; no 5 Loym IAEA Tm6X Hepo3dacoBaHOl Benbris HeobMeXeHW TepMiH peuyenmom niosnsieae
abo no 20 cawe y npoayKLuii,
KapTOHHI Kopo6Lyi nepBuHHA OHoB/EHO iHdhopMaLito

ynakoBka Ta
KOHTPOb AKOCTI:
OpioH ®apwma,
PiHNAHAIA;
MepBuHHa Ta
BTOPUHHA
ynakoBka, A403BiN
Ha BUMYCK cepii:
LWepinr-Mnay
Na6o H.B.,
Benebris;
AnbTepHaTUBHUIA
KOHTPO/b SKOCTI:
OpioH ®apwma,
iHnAHgis

B IHCTPYKUiT Ans
MeaNYHOro
3acToCyBaHHsA
niKapcbkoro 3acoby B
po3ginax
"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemopijin",
"Ocob6nvmBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogyBaHHa rpyaato”
(yTouHeHHs iHdopMaLii),
"Mo6iuHi peakwii"
BignoBigHO Ao
mMaTtepianis
peecTpavuiiHoro A0cChE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3i cTpokamu,
3a3HaYeHMn Yy
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
36. TEMOAAN® kancynv no 100 mr; no 1 Mepk Wapn i LLiBefiuapis Brpo6HMUTBO diHnaHgia/ nepepeecTpauis Ha 3a He UA/4893/01/03
Kancyniy cawe; no 5 Loym IAEA Tm6X Hepo3dracoBaHOl Benbris HeobMeXeHWi TepMiH peuyenmom niosnsieae
abo no 20 cawe y nNpoayKLuii,
KapTOHHI Kopo6Lyi nepBuHHA OHoB/EHO iHdhopMaLto

ynakoBka Ta
KOHTPOb AKOCTI:
OpioH ®apwma,
PiHNAHAIA;
MepBuHHa Ta
BTOPUHHA
ynakoBka, A403BiN
Ha BUMYCK cepii:
LWepinr-Mnay
Na6o H.B.,
Benebris;
AnbTepHaTUBHUIA
KOHTPO/b SKOCTI:
OpioH ®apwma,
iHnAHgis

B IHCTPYKUiT Ans
MeNYHOro
3acToCyBaHHsA
niKapcbkoro 3acoby B
po3ginax
"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6numBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogyBaHHa rpyaato”
(yTouHeHHs iHdopMaLii),
"Mo6iuHi peakwii"
BignoBigHO Ao
mMaTtepianis
peecTpavuiiHoro A0cChLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

37.

TEPA®/IO

MOPOLLIOK AN1s
OpasIbHOr0 PO3YMHY 3i
CMakoM flicoBux Arig; 1
nakeT 3 nopowkom; 10
NakeTiB 3 NMOPOLLKOM Yy
KapTOHHI Kopobuj

'CK KoHcblomep
Xenckep C.A.

LLiBefiuapis

"CK KoHcblomep
Xenc, IHK.

CLIA

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

MepiognyHICTb NOAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/5436/01/01

38.

YKPNIB®

Tabnetku no 500 Mr no
10 TabneTok y 6nicTepi;
no 3 a6o no 10
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB "KYCYM
DAPM"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

nepepeecTpauis Ha
He0OMeXeHW TepMiH

OHoB/eHO iHdhopMaL;to
B IHCTPYKLUiT Ans
MeaNYHOro
3acToCyBaHHsA
niKapcbKoro 3acoby y
po3ginax
"GapmakoTepanesTnyHa
rpyna”, "®apmakonoriyHi

3a
peyenmom

He
nionsieae

UA/11750/01/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
BNacTuBOCTi",
"MpoTunokasaHHa",

"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"Cnoci6 3acTocyBaHHs
Ta gosun”, "Oitn",
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
BignosigHoO o0
iHdpopmauii
pedoepeHTHOro
nikapcbKoro 3acoby
YPCO®AJIbK
(TabneTkn, BKPUTI
NNiBKOBOK 000/I0HKOH,
no 500 wr).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepioanYHOCTI NoAaHHsA
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku
39. ®OCTUMOH MOPOLLOK IBCA IHCcTUTYT LLiBefiuapis IBCA IHCTUTYT LLiBeiuapis nepepeecTpauis Ha 3a He UA/3152/01/01
niogpinizoBaHWin Ans Bioximik C.A. Bioximik C.A. HeobMeXeHW TepMiH peuyenmom niosnsieae

NPUroTYBaHHS PO3YUHY
Anst iv'exuii no 75 MO; 1
dhnakoH 3 NOPOLUKOM Ta
1amnyna3s1lmn
PO3UMHHMKA (HaTpito
xnopuay 9 mr, Boga ans
iH'eKL;jiA) B nayui; no 10
NayvokK y KapTOHHIl
KopooLi

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3acToCyBaHHsA
niKapcbkoro 3acoby B
po3ginax
"bapmakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs! TEKCTY
6e3 3miHn kogy ATX),
"Moka3aHHs" (YTOYHEHHS
iHdhopmauii),
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogyBaHHa rpyaato”
(yTouHeHHs iHdopMaLii),
"Mo6iuHi peakwii"
BignoBigHO Ao
mMaTtepianis
peecTpavuiiHoro A0cChLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuHs 2007
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaYeHUMn y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

40.

POCTUMOH

MOPOLLIOK
niogpinizoBaHWin Ans
NPUroTYBaHHS PO3YUHY
Ans iv'exuii no 150 MO;
1 dhnakoH 3 NOPOLLKOM
Talamnynaslwmn
PO34UMHHMKA (HaTpito
xnopuay 9 mr, Boga ans
iH'eKw;jiA) B nayui; no 10
NayvokK y KapTOHHIl
KopooLi

IBCA IHcTUTYT
Bioximik C.A.

LLiBefiuapis

IBCA IHcTUTYT
Bioximik C.A.

LLiBeiuapis

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3acToCyBaHHsA
nikapcbkoro 3acoby B
po3ginax
"bapmakoTepanesTMyHa
rpyna. Kog ATX"
(peparyBaHHs TEKCTY
6e3 3miHn kogy ATX),
"Moka3aHHs" (YTOYHEHHS
iHdhopmauii),
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogyBaHHa rpyaato”
(yTouHeHHs iHdopMaLii),
"Mo6iuHi peakwii"
BignoBigHO Ao
mMaTtepianis
peecTpavuiiHoro A0cChLE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0

3a
peyenmom

He
nionsieae

UA/3152/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3neku.

41.

LUMHAPIKC

TabneTkn, BKpUTI
060/10HKOI0, M0 55 Mr,
no 12 tabneTtok y
6nicTepi; no 2 abo 5
6nicTepiB B KAPTOHHIA
KopoobLi

dapmaueyTiwe
habpik MoHTaBIT
M6X

ABcTpist

dapmaueyTiwe
habpik MoHTaBiT
M6X

ABcTpist

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLito
B [HCTpYKUji gns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
posginax "Oco6amBocTi
3actocyBaHHs", "Cnoci6
3acToCyBaHHA Ta Ao3n"
(yTouHeHHs iHchopmalii)
BignoBigHO Ao
OHOBNEHOT iHthopmaLi 3
6e3nekn 3acTocyBaHHs
LiroUnX Ta AOMOMIKHUX
PEYOoBYH.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU

6e3
peyenma

nionsieae

UA/4186/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HavyeHVMun y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

42,

FOHIEH3M® 3 MINC

TabneTku, BKPUTI
060s10HKOt0, Ne 100: no
10 TabneTok y cTpuni;
Mo 2 CTPUNW Y KAPTOHHIl
Kopoo6Li; no 5 kopobok B
ynakosLi; Ne2: no 2
Tabnetkn y ctpuni; no 1
CTpUMY Y KApOTOHHIi
Kopo6ui; Ne 20: no 10
TabneTok y cTpuni; no 2
CTPUNKN Y KAPTOHHIN
KopooLi

tOHikem
NabopaTopis
NimiTen

IHais

tOHikem
Na6opaTtopi3
NimiTen

IHais

MepepeecTpauis Ha
HeoOMeXeHWn TEPMIH.
MepioAnyHICTb NOAAHHSA

perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0

Mopsaky 34iACHEHHS

chapmakoHarnsgy,

3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU

340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne

898, 3apeecTpoBaHoro B

MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y

pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognyYHOCTI NoAaHHsA

perynsipHux 3BiTiB 3

6e3neku.

6e3
peyenma

nionsieae

UA/5663/01/01
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B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOro 3a0e3nevyeHHA IBaH 3AABOPHUX
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MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, 040 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALJIAHNX MATEPIANIB

PO34KMHy Yy thriakoHax; no
1 dpnakoHy B KapTOHHIi
nauui

LMK BUPOGHMLTBA
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHa

3BY)XEHHS [OMYCTUMUX MEX,
BM3HAYeHNX Yy cneumndikauii AdI
ONA napameTpy -"3o0n1a
cynbhaTHa" 3makc.0,1% ao

Ne Ha3sBa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. L-ABNYYHA KpUcTanivyHWin NOpOLLIOK AMIHO 'm6X HimeuyunHa AMIHO 'm6X HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnX - UA/15773/01/01
KNC/OTA (cybeTaHuis) y marepianis:BunpasieHHs
NoABINHMX TEXHIYHOT MOMUSIKM B cneumdikauii
NnoieTUNEHOBUX MilLKax 00 MKA /13, 3a noKasHMKOM
Ansa dapmauleBTUYHOro «CynyTHi AOMILLKM», SiKa
3acToCcyBaHHSA NoB’A3aHa 3 HEKOPEKTHUM
nepeknagom Ha3Bu JOMILLIKKN
(Maleic acid). MponoHoBaHa
pepakuif: ManenHosas kicnoTta -
He 6onee 0,05 % 3a3HayeHe
BUMNpaB/IEHHS BiANoBifae
mMartepiasiam peecTpawjiiHoro
[0Cbe
2. ABUN®DJTIOKC® pO34nH Ans iHgysili, 500 Abpun IHais OEMO C.A. Ipeuis BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/14416/02/01
Mr/100 mn no 100 mn dopmynenwHs MBT. dapmacbioTikan marepianis:3miHu | Tuny -
pO34uMHy Y hriakoHi; no 1 nra. IHoacTpi BBElEHHA a/IbTepHATUBHOI
h/1aKOHY Y KapTOHHilA KpULLKM 3 ABOMa nopTamu “twin-
ynakoBLi port” Ans noninponisieHOBUX
hnakoHiB 3 Bi4NOBIAHNMY 3MiHAMU
y po3gini 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBanbHWi
3aci6; 3MiHW | TUNY - NpUBEAEHHS
cneuudikaLii Ta MeToais
KOHTPO/I0 NoAlinponineHy ans
KOHTelHepiB Ta 3aKynoproBasibHUX
3ac06iB 0 BUMOT MoHorpadii EP,
30Kpema BUTyHEeHO NOKa3HWK
“PeyoBuHY, L0 PUSUNHAKTLCA Y
rekcasi”
3. ABE/IOKC® po34nH Ans iHgysiii, 400 Baiiep Al HimeuyunHa Baiiep AT, Himeuunna/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/4071/02/01
Mr/250 mn, no 250 mn HimeuuunHa (Becb ITania mMartepianis:3MiHu | Tuny -

58




ynaxoBLii

BiANOBiAa/IbHWIA 3a
BMNyCK cepil);
TYBUTHOKC ®APMA

3MiHUM A0 y3aralbHEHUX AaHWX Npo
cucTemy chapmakoHarnsLy
(BBEZEHHS y3ara/lbHEHUX AaHUX

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynakoBKa, BTOPUHHA Makc.0,10%; 3MiHu | Tuny -
ynakoBka, KOHTPO/b 3BY)XEHHSA JOMYyCTUMUX MEX,
AKOCTI, BUMYCK BM3HAYeHNX y cneumndikauii APl
cepii)); PpeseHiyc Ans napameTpy gomiwka E 3
Kabi Itania C.P.J1., Makc.0,1% fo makc. 0,14%; 3miHu
ITanisa | TUNY - 3BY)KEHHS J0NYyCTUMMX
(anbTepHaTMBHWMIA MeX, BUSHAUYEHVX Y crieumdikawi
BUPOBHUK A®| ansa napameTpy fomiwka B 3
(BPOGHMLTBO makc.0,1% fo makc. 0,14%; 3MiHn
Hepo3dacoBaHoi | TNy - 4ONOBHEHHS cneundikauii
NPOAYKLiT, NnepBMHHA HOBUM MOKa3HUKOM SIKOCTi Ta
ynakoBKa, BTOPUHHa BIANOBIAHUM METOL0M
ynakoBka, KOHTPO/b BUNPOOYBaHHs, a came Aomiwka F
AKOCTI)); LTeremaHH (cnonyka meTwny); 3MiHun | Tuny -
JNoHdhepnakyHr & [OMNOBHEHHA crieymdikalii HoBUM
Norictiwep Cepsic MOKa3HWKOM SIKOCTi Ta BiANOBIAHUM
e.K., HimeuunHa MeTOA0M BUNPOGYBaHHSA, a came
(anbTepHaTMBHWIA Identity (HPLC); 3minn | Tuny -
BMPOGHVK (BTOPMHHA 3MiHa y MeTogax BUnNpobyBaHHs
ynakoBKay)) A®I, a came npuBefieHHA MeToay
IR ans ineHTudpukauii 4o sumor
EP; 3miHu | TUnYy - 3miHa y
MeTofax BunpobysaHHa Adl, a
came npuBefeHHs MeToay
TeCTyBaHHS eHAO0TOKCUHIB A0
BuMor EP; 3miHu | Tuny - nogaHHsA
OHOB/IEHOTO cepTUdikaTy
BignosigHocTi EP anst A®I Big,
3aTBEPIKEHOr0 BUPOGHUKA,
3anpornoHosaHo: CEP R1-CEP
2008-066-Rev 02; 3miHu | Tuny -
npusefeHHA crneundikaii A®I
MoOKcudpiokcaLvHy rigpoxnopuay
00 MoHorpadii EP
4. A3AUNTUOVNH- niodpinizat ANs po3vnHy MicTtpan Kenitan AHrniA HaHr KyaHr TaliBaHb BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18117/01/01
BICTA ANns in'exuii no 100 wmr; 1 MeHeXmeHT dapmacbtoTikan Ko., marepianis: 3MiHa 3asiBHMKa
chnakoH (20 mn) 3 Nimiten nra. (BnacHvika peecTpadiiHoro
MOPOLLKOM Y KapTOHHil noceifyeHHs)(3rigHo Hakasy MO3
Kopoobui Bif 23.07.2015 Ne 460) BeegeHHs
3MiH MPOTAroM 6-Tu MicsALiB nicns
3aTBEPAKEHHS
5. ANEPrognn® Kpanni o4Hi 0,05 %; no 6 | MEOA ®apma M'M6X HimeuunHa MEJA ®dapma M'meX Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/4072/01/01
a6o 10 mn y doriakoHi- eHa Ko. Kl eHp Ko. KT, ITanis mMartepianis:3MiHu | TUny - 3MiHK
KpanesibHuuj; no 1 HimeyunHa ofo 6esnekn/edpekTMBHOCTI Ta
h/1aKOHY B KapTOHHii (BUPOGHUK, thapmakoHarnsgy. BeegeHHs abo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

C.n.A,, Itanis
(BUPOGHUK,
BiZiNOBIAabHUIA 3a
BVMPOGHMLTBO
Hepo3dacoBaHOl
NpoAyKLii, NnepBuUHHe
Ta BTOPVIHHE
nakyBaHHS,
KOHTPO/1b SIKOCTI)

npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BiiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cco6¥ ynoBHOBaXKeHOI 0cobu,
BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.
3MiHa MicLLe3Haxo4KeHHsA MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifA/IbHOCTI 3
dhapmakoHarnsgy

ANEPIOMAKC

TabneTku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 5 mr, no 10 TabneTok
y 6nictepi; no 1
6nicTtepy B Kopobu,i 3
KapToHY

ToBapucTBO 3
06MEXEHOI
BigNOBiAa/IbHICTIO
"GapmaueBTuyHa
KomnaHis "3gopos'a"

YKpaiHa

ToBapucTso 3
06MeXeHOo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3p0poB'a”, YkpaiHa
(Bci cTagji
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNyCK cepil);
ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"®APMEKC rPym",
YkpaiHa (Bci cTtagii
BUPOGHMLTBA,
KOHTPO/1b SIKOCTI)

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu | Tuny - nogaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeiichkili
thapmakonei Ne R1-CEP 2014-
173-Rev 00 ans Aito4oi pevoBrHN
[JesnopatagunHy Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
CADILA PHARMACEUTICALS
LIMITED, India, y Hacnigok
YTOUYHEHHSI afpecy BnacHuKa Ta
BMPOGHWYOI AiNTbHNL; BUTyYEHHS
nokKasHuka «Baxki MeTanm»; 3MiHn
| TMNYy - NogaHHA OHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2014-310-Rev 00 gna gitouoi
peyoBuHW [lesnopataguHy Bif BXe

6e3 peyenma

UA/10913/01/01

60




M'ATK, N0 6 TabNeToK y
6nicTepi; no 4 abo no 8
6nicTepiB y KopobLi

(BnacHvka peecTpadiiHoro
nocBeigyeHHs) (3rigHo Hakaly MO3
Bif, 23.07.2015 Ne 460): 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHUM [0 y3ara/lbHEHNX AaHuX Npo

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPAKEHOrO BUPOOHMKA
VASUDHA PHARMA CHEM
LIMITED, India, y Hacnigok
3aKiH4YEHHs CTPOKy il
nonepenHboi Bepcii CEP;
[LOMOBHEHHS IH(OpMaLLiEo LWoa0
nepiogy nepexkoHTposio 60
MiCALiB; HaAAHHS 3BITY 3 OLLIHKU
pY3VKiIB CTOCOBHO €/1eMEHTHUX
[LOMILLIOK
7. ANEPIOMAKC cupon, 0,5 mr/mn no 50 ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/10913/02/01
My chnakoHi, no 1 obmexeHor 06MexeHo marepianis:3miHu | Tuny - nogaHHA
chakoHy pasom 3 BiANOBIAA/ILHICTIO BiANOBIAA/LHICTIO OHOBJ/IEHOTO cepTudikaTa
[,03YH04YUM LLUMPULOM- "GapmaueBTuyHa "®apmaueBTnyHa BiANOBIAHOCTI EBpONeichbkili
nineTKo B KOpoo6Lyi 3 KomnaHis "3gopos'a" KOMMNaHis thapmakonei Ne R1-CEP 2014-
KapToHy abo no 100 mn "3p0poB'a”, YkpaiHa 173-Rev 00 ans Aito4oi pevoBrHN
y thnakoHi, no 1 (Bci cTagji [e3snopataguHy Bif BXe
chnakoHy pasom 3 BMPOGHMLTBA, 3aTBEPMAXEHOT0 BUPOOHUKA
[O03YH0UUM LLNPULOM- KOHTPO/b AKOCTI, CADILA PHARMACEUTICALS
nineTkoo B KOpo6L,i 3 BUNyCK cepil); LIMITED, India, y Hacnigok
KapToHy ToBapucTBo 3 YTOUHEHHSI aJpecy BlacHuka ta
0bMexeHot BMPOGHWYOI AiNTbHNL; BUTyYEHHS
BiANOBIAANILHICTIO nokKasHvka «Baxki MeTanm»; 3MiHn
"XapkiBcbke | TMNy - NogaHHA OHOB/IEHOTO
hapmaueBTUyHe cepTucpikaTa BiANOBIAHOCTI
nignpueMcTBO €Bponelicbkiin hapmakonei Ne R1-
"340poB'a Hapoay", CEP 2014-310-Rev 00 gna gitoyoi
YkpaiHa (cTagii peyoBuHM [leanopaTaguHy Bif Bxe
BMPOGHMLITBA, 3aTBEPAKEHOTO BUPOOHMKA
KOHTPO/1b SIKOCTI) VASUDHA PHARMA CHEM
LIMITED, India, y Hacnigok
3aKiHYeHHs1 CTPOKY Al
nonepenHboi Bepcii CEP;
[OOMNOBHEHHSA iHGhOpMaLElo Wwoa0
nepiogy nepekoHTposto 60
MiCSIL|iB; HaJaHHS 3BITY 3 OLiHKM
PV31KiB CTOCOBHO €/TeMEHTHUX
[LOMILLIOK
8. ATMATENb®M Tabnetkn ans TOB «TeBa YkpaiHa MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/3991/01/01
CMOKTaHHS 3i CMakoMm YkpaiHa» 4.0.0. marepianis: 3MiHa 3asBHUKa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnisgy
3aABHUKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNTOBHOBaXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
Orit Stern-Maman. MNMponoHoBaHa
pepakuis: Buctposa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHWX
[aHuX yrnoBHOBaXXeHO! 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
chapmakoHarng,

ANNMATENb®M

Tabnetkn ans
CMOKT@HHS 3i CMakoMm
BWLLHI, N0 6 TabneTok y
6nictepi; no 4 a6o no 8
6nicTepis y KOpoobLi

TOB «TeBa
YkpaiHa»

YKpaiHa

MNIBA XpBarcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [10 peecTpaviliHnx
MaTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): 3MiHu |
MRy - 3MiHN WoA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemm

6e3 peyenma

UA/3993/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnagy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. [ivoya pegakuis:
Orit Stern-Maman. MNponoHoBaHa
pepakuis: Buctposa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHWX
[aHux yrnoBHOBaXXeHO! 0cobu
3asBHMKa, BiANOBIAaIbHOT 3a
chapmakoHarng,
10. ANbAYPA3SNM® KOHLeHTpar ans [xeHzalim FOpon HigepnaHan MapkyBaHHs Ta Benuka BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/8093/01/01
po3unHy Ans iHdysil, B.B BTOPVHHE BpuTaHis/ marepianis: 3MiHu | Tuny - 3mMiHu 3
100 OA/mn; Ne 1: no 5 nakyBaHHs, HimeuunHa/ | skocTi. FoToBUIA nikapcbkuid 3aci6.
M1y pnakoHi; no 1 KOHTPO/1b AKOCTI cuaA/ 3MiHM Y BUpOBHULTBI. 3amiHa abo
h1aKoHy Y KapTOHHIl N3 (3a IpnaHgjs BBEJEHHS A0AaTKOBOT AifIbHUL

Kopobui

BUK/TIIOYEHHAM TeCTy
Ha CTEepPW/IbHICTD),
BWNYCK cepil:
[KEH3ANM
NIMITEL, Benuka
BpuTaHis;
KiHueBe
HanoBHEHHS
1akoHIiB (NepBuHHe
nakyBaHHs1),
npoBefeHHsA TecTy
Ha CTEPW/IbHICTb:
BetTtep ®apma-
PepTiryHr F'M6X eHp,
Ko.Kl, HimeuunHa,
KiHueBe
HanoBHEHHS
1akoHIiB (NepBuHHe
nakyBaHHs1),
npoBefeHHsA TecTy
Ha CTEPW/IbHICTb:
[bxy6ineHTt
XonnictepCriep
NNC, CUWA,
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
N3 Ta Bunyck cepii:
[bxeH3aim lpnaHg
Nimiten, Ipnaxgis

BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO iKapCbKOro 3acoby

(ZinbHUUSA ANA BTOPUHHOMO
nakyBaHHS) BBEA,EHHS [0AATKOBOT

AiNbHULI BUPOBHMLTBA rOTOBOrO

nikapcbKoro 3acoby - IxeH3aim
Ipnang Nimites, lpnaxgis ons

BTOPVHHOTO NakKyBaHHs. BBeaeHHs
3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHn 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3mMiHn y
BUPOBHUUTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTLCA
BUWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO iKapCbKOro 3acoby
(3amiHa abo foaaBaHHA
BMPOGHUKa, Lo Bignosigae 3a
BBE3eHHA Ta/abo BMnyck cepir) -
He Bkntovaroum
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
[oAaBaHHA BUPOOHMKA -
[xeHsaim Ipnang Nimiteg,
IpnaHgis BignoBigansHoro 3a
BUMYCK cepii roOTOBOroO /liKkapCbKoro
3aco6y. 3MiHN BHECEHO B
IHCTpYKLilO ANs MeanyHOro
3aCTOCyBaHHSA LWOA0
HallMeHyBaHHs Ta

MiCLLe3HaXOKEHHS BUPOOHUKA 3

Bi4NOBIAHVMM 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3aco6y. BBefieHHs 3MiH NPOTSArom
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

11.

6-TV MicALIB NiC/1A 3aTBEPLKEHHS.

3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA niKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEeHUX MeTogax
BMNPO6YBaHHSA) HE3HAYHA 3MiHa Y
3aTBEPMKEHNX MeToAax
BMNPO6GYBaHHSA 3a n.
«JlocnigpKeHHa akTUBHOCTI 3a
ponomororo metoga 4-My
hnyopecueHLii»(nocnnaHHa Ha
3HaYeHHA «K» BuganeHo 3
KpUTepiiB NpMAATHOCTI ccTemMu).
HesHauHi pefakuiiiHi npaBkum 3a .
«YuctoTa (SDS-Page silver stain).
BBegeHHA 3MiH npoTArom 6-tm
MiCALIB NiCNa 3aTBEPAXKEHHS.
3MiHn Il TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTI
roTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo goAaBaHHS AifibHUL,
Ha SIKii 3MjICHIOETLCS KOHTPOSIb
AKOCTI/BUNPOBYBaHHSA cepil ons
6i0N0riYHOro/iMyHOOr4YHOr0
nikapcbkoro 3acoby, Ta 6yap-aKoi
OiNbHWLI, Ha AKili 3aCTOCOBYETLCA
6i0NOriYHNIA/iIMYHONOTYHNI MeTOL,
BMNPOGYBaHHS) BBEAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULITBA
- DxeHsaiim IpnaHg, fimites,
IpnaHgia fNs KOHTPO0
cepii/TecTyBaHHs Ans
6i0/10ri4YHOro NiKapcbKoro 3acooy.
BBegeHHA 3MiH npoTArom 6-tm
MicALIB Nic/1A 3aTBEPIAKEHHS.

ANb®AIrAH N®

Kpanni o4Hi, 1,5 mr/mn;
no 5 mn a6o 10 mn, abo
15 Mn y donakoHi-
KpanenbHuui; no 1
th1akoHy-KpanenbHuLi B
KapTOHHIA ynakoBL,i

AnnepraH, IHK.

CLUA

AnnepraH Ceiinc
nnc

CLA

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA

TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs

OAMHWLUb BUMIPIOBAHHS Y CUCTEMI

3a peyenmom

UA/11105/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Sl
12. AHACTPO30N TabneTku, BKPUTI CaHpo3 CnoseHisa Canotac ®apmva HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/13575/01/01
CAHAO3® N1iBKOBOK 060/IOHKOIO, dapmacbloTikans v6X, HimeuunHa marepianis:3miHu | Tuny - 3MiHN
no 1 mr; no 14 TabneTtok n.4. (BpOGHMLTBO "in BHECEHO [0 iHCTPYKLi Ans
y 6nicTepi; no 2 bulk", nakyBaHHs, MeAUYHOro 3acToCyBaHHS
6n1icTepy B KApTOHHIl BUNYCK Cepil; nNiKapcbKoro 3acoby y po3ain
Kopobui BTOpPUHHE "MobiuHi peakuyii" BignoBigHO A0
nakyBaHHs) OHOB/EHOT iHhopMaLli 3 6e3neku
[ilo4oi peyoBrHY. BBefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
13. AHTUMITPEH- TabneTkn, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/3947/01/01
340POB'A N1iBKOBOK 060/I0HKOMO, o6MexeHo 06MexeHo mMartepianis:3MiHu | Tuny -
no 100 mr, no 1 BiANOBiAANLHICTIO BiANOBIAANILHICTIO BW/IYYEHHSI BUPOOHMYOT AiNbHULL
Tabnetyi y 6nictepi; no "®apmaLeBTnyHa "hapMaueBTUYHA Porus Laboratories Pvt. Ltd., India
1 a6o 3 6nicTepu B KoMnaHis "3popos'a” KOMnaHis 0N Ai40T peyoBrHU
KapTOHHIA KopobLi; no 3 "340poB'a", YkpaiHa CymatpunTaHy. NponoHoBaHa
Tabnetkn y 6nictepi; no (Bci cTagji pepakuis: SMS
1 6nicTepy B KapTOHHiIl BMPOGHMLITBA, PHARMACEUTICALS LIMITED,

Kopobui

KOHTPO/b AKOCTI,
BUMYCK cepii);
ToBapucTso 3

06MexeHo

BiANOBIAA/LHICTIO

"®APMEKC rPyrt",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI)

India; Nosch Labs Pvt. Ltd., India;
3MiHM | TURY - NOAAHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2007-
329-Rev 05 ans fjito4oi pevyoBuHU
CymatpunTaHy Bif, Bxe
3aTBEPAKEHOr0 BUPOGHMKA SMS
PHARMACEUTICALS LIMITED,
India, y HacnigoK yTOYHEHHS
Ha3BW Ta agpecyt BUPOGHMNYOT
OinbHULI; 3MiHK Yy cneuudpikauii Ta
MeToAax KOHTPOsto 3a
nokasHukamu «lgeHTundikayis»,
«[lomiwkn A i H», «CynpoBigHi
LOMILLKM» Ta «3a/MLLKOBI
KifIbKOCTi OpraHivyHmnx
PO34MHHYUKIBY». [litoya pefakuis:
SMS Pharmaceuticals Limited
Unit-1l, Plot No. 24 & 24B and 36 &
37, S.V.Co-Op. Industrial Estate,
Bachupally, Miyapur, Ranga
Reddy District, India-500 090,
Hyderabad, Andhra Pradesh,
India; NMponoHoBaHa peAakLis:
SMS PHARMACEUTICALS
LIMITED Unit Il - Plot No. 24 &
24B, and 36 & 37 S.V. Co-
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Operative Industrial Estate
Bachupally, Medchal-Malkajgiri
District, India-500 090 Hyderabad,
Telangana

14.

AHTVMITPEH-
370POB'AA

TabneTku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 50 mr, no 1 Tabnetuyi
y 6nicTepi; no 1 abo 3
6nicTepy B KAPTOHHIi
Kopobui; no 3 TabneTku
y 6nictepi; no 1
6icTepy B KapTOHHIl
Kopobui

ToBapucTso 3
obmexeHoro
BigNoBiAa/IbHICTIO
"GapmaueBTuyHa

KomnaHis "3gopos'a"

YKpaiHa

ToBapucTso 3
06MeXeHOo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3p0poB'a”, YkpaiHa
(Bci cTagji
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNyCK cepil);
ToBapucTso 3
06MeXeHoto
BiANOBIAA/ILHICTIO
"®APMEKC rPym",
YkpaiHa (Bci cTtagii
BUPOGHMLTBA,
KOHTPO/1b SIKOCTI)

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3minu | Tuny -
BW/TyYEHHS BUPOOHNYOT AiNbHUL
Porus Laboratories Pvt. Ltd., India
ANs 4ilo4oi pevoBUHN
CymatpunTtaHy. MNponoHoBaHa
pefakuis: SMS
PHARMACEUTICALS LIMITED,
India; Nosch Labs Pvt. Ltd., India;
3MiHK | TUNY - NoAaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 2007-
329-Rev 05 15 fil0y0i pevyoBnHN
CymatpuntaHy Big Bxe
3aTBEpPKEHOro BUPO6HMKa SMS
PHARMACEUTICALS LIMITED,
India, y Hacnigok yTouHeHHs
Ha3BY Ta agpecy BUPOGHMYOT
AinbHULI; 3MiHK y cneumdikaii Ta
MeToAax KOHTPO/Io 3a
nokasHvkamu «lgeHTudikais»,
«Jomiwkn A i H», «CynposigHi
OOMILLKM» Ta «3a/ILLKOBI
KiNNbKOCTi OpraHiyHnx
PO34MHHWMKIB». [litoua pefakuis:
SMS Pharmaceuticals Limited
Unit-Il, Plot No. 24 & 24B and 36 &
37, S.V.Co-Op. Industrial Estate,
Bachupally, Miyapur, Ranga
Reddy District, India-500 090,
Hyderabad, Andhra Pradesh,
India; MponoHoBaHa pepakuis:
SMS PHARMACEUTICALS
LIMITED Unit Il - Plot No. 24 &
24B, and 36 & 37 S.V. Co-
Operative Industrial Estate
Bachupally, Medchal-Malkajgiri
District, India-500 090 Hyderabad,
Telangana

3a peyenmom

UA/3947/01/02

15.

AHTPANb®

MOPOLLIOK (Cy6CcTaHuis) y
naketax noAginHmx
nonieTUIEHOBUX /15
thapmaLeBTUYHOro
3aCTOCYBaHHS

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3MiHu | Tuny - 3
MeTOAVKM BUNYYEHO nepernag
XpomaTtorpacdiyHoi naacTuHu B
Y®-cBiThi, BidyasibHa oujiHKa

UA/15112/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

METOAVKN He 3MiHUNACh;
3MiHK | TUNY - NpUBEAEHHS
[0NYCTUMUX MEX 38 MOKa3HUKOM
«CynpoBifHi AOMILLKM» Y
BiANOBIAHICTb A0 BUMOT, SIKi
HaBefieHi y metoguui (meTog,
TLUX) 3a 3a3Ha4YE€HMM MOKa3HWKOM;
3anpornoHOBaHO; CynpoBiaHi
[OOMILLKK: Ha XpoMaTtorpami
BUMNPOOYBaHOrO PO3UNHY
popatkoBa nasma 3 Rf, 6inbwim
HiX 3 Rf oCHOBHOI NsAMK He mae
6yTV IHTEHCMBHILLOI 3a NAsSMY Ha
Xpomarorpami po3unHy
nopisHaHHSA (b) (0,5%); 6yap-aka
nasiMa, KpiM OCHOBHOI, | NISIMK 3
Rf, 6inbwnm Hix Rf ocHOBHOT
nasiMu, He Mae 6yTun
iHTEHCVBHILLOIO 3a NNSMY Ha
Xpomarorpami po3unHy
nopisHaHHA (c) (0,2%)

16.

APUTMIN

Tabnetkn no 200 mr; no
10 TabneTok y 6nictepi;
no 2, 3 abo 5 6nictepis
y nauui 3 KapToHy

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BMPOBHWYMIA LIEHTP
"BopLuariscbkuii
XiMiKo-
hapmaLeBTUYHNIA
3aBof”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LIEHTP
"Bopuyariscbkuii
XiMiKo-
hapmaLeBTUYHNI
3asofa”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis:3aMiHu | TUNYy - NoAaHHsA
oHoBneHoro Ceptudgpikata R1-
CEP 2007-187-Rev 03 gns A®l
AmiofapoHy rigpoxnopuay Bif Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Zhejiang Sanmen Hengkang
Pharmaceutical Co., Ltd.", Kutaii,
AIK HACNiJOK BUTYYEHHS 3i
Cneuudpikauii A®| nokasHuka
«3a/INLLKOBI KifIbKOCTi OpraHivyHmux
PO34MHHKKIB» BignosigHo go CEP
[aHoro BMpobHMKa
3anponoHosaHo: R1-CEP 2007-
187-Rev 03; cynyTHs 3miHa -
3MiHu 3 aKocTi. A®Il. KoHTposb
A®l. 3miHa y napameTpax
crneundikauiii Ta/abo gonycTuMmx
MeX, BU3HaueHux y crnewmdikayisax
Ha A®I, abo BMXigHWA/NPOMIKHWIA
npoaykT/peareHT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpo6HULUTBA API (BUTYYEHHS
He3HaYyHOro nokasHuka sKocTi
(Hanpviknag, BUyYeHHs
3acTapisioro NokasHuka)); 3mMinu |
TUMY - NOAAHHA OHOB/IEHOTO

3a peyernmom

UA/1438/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ceptucpikata R1-CEP 2007-187-
Rev 04 ana A®l AmiogapoHy
rigpoxnopuay Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
Zhejiang Sanmen Hengkang
Pharmaceutical Co., Ltd., KuTtaii,
LLI0 3MiHMB Ha3By Ha Zhejiang
Hengkang Pharmaceutical Co.,
Ltd., Kutai; 3miHu | Tuny -
BWyYEHHS i3 cneyndikauii A®I
amiofapoHry rigpoxiopuay
nokasHuka «Baxki meTanm» -
npUBELEHO Y BiANOBIAHICTb A0
BUMOT MOHorpadii EP
17. APYTUMON® Kpansi O4Hi, po3unH, 2,5 TOB "bayw Xenc" Ykpaina [Op. F'epxapg MaHH, Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/4073/01/01
Mr/M; o 5 mny Xewm-thapm. dabpuk ®paHuis marepianis:3miHu | Tuny - nogaHHA
NnaacTUKOBOMY (D/1aKOHi- 'M6X, HimeyunHa HOBOro cepTudikaty BifnoBigHOCTI
kanenbHuui Bottelpack, (BPO6GHMLTBO €sponelicbkiin hapmakonei RO-
AKWI 3aKpPMBAETLCA 6asiky, nepBuHHe CEP 2014-300-Rev 00 Big HOBOro
KPUWLLKOIO, LLIO nakyBaHHs, BUpobHuKa PCAS, France gitoyoi
HarBMHYyeTbLCS, 3 BTOPWHHE PeyvYoBMHN TUMO/ONY Masieat
npo6iliHMKom; no 1 nakyBaHHs, (3anponoHoBaHo: TEVA
dhnakoHy-KpanenbHuLi B aHaNTUYHI PHARMACEUTICAL
KapTOHHI KopobLi; no 5 BMNPOGYBaHHS, INDUSTRIES LTD., Israel; PCAS,
My chakoHi, 3 BUMYCK cepii); France)
KpanesibHULEe Ta Nab6opaTtopis
TBUHTOBOO KPULLIKOIO; NO LLloseH, ®paHuis
1 dpnakoHy B KapTOHHii (BMpPOGHMLTBO
Kopobui 6anky, nepBrHHe
nakyBaHHS,
aHasTiTUYHI
BUNPOGYBaAHHSA)
18. APYTUMON® Kpansi O4Hi, po3ynH, 5 TOB "bayw Xenc" YkpaiHa [Op. F'epxapg, MaHH, Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/4073/01/02
Mmr/mn; no 5 mny Xem-thapm. dabpuk PpaHuin martepianis:3aMiHu | TUNYy - NnoAaHHA

naacTUKOBOMY (D/1aKOHi-

'm6X, HimeyunHa

HOBOro cepTudikaty BifnoBigHOCTI

KanenbHuui Bottelpack, (BPOGHMLTBO €Bponelicbkiin hapmakonei RO-
SAKWI 3aKpPUBAETLCA 6asiky, nepBuHHe CEP 2014-300-Rev 00 Big HoBOro
KPUWLLKOIO, LLIO nakyBaHHs, BupobHuka PCAS, France gitoyoi
HarBUHYyeTbCS, 3 BTOPWHHE pPeyvyoBUHN TUMO/ONY Masear
npo6iliHMKom; no 1 nakyBaHHs, (3anponoHoBaHo: TEVA
hnakoHy-KpanenbHuLi B aHaNiTUYHI PHARMACEUTICAL
KapTOHHI/ KopobLi; no 5 BMNPOGYBaHHS, INDUSTRIES LTD., Israel; PCAS,
M1y ¢p1akoHi, 3 BUNYCK cepil); France)
KpanesibHULEel Ta Nab6opaTtopis
TBUHTOBOIO KPULLIKOIO; NO LLloBeH, ®paHuisa
1 dpn1akoHy B KapTOHHii (BMpPOGHMLTBO
Kopobui 6anky, nepBrHHe

nakyBaHHs,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

aHaniTNyHi
BUNPO6YBaHHSA)

19.

ALUEPBIH

po34mH no 30 m a6o 80
My chnakoHi 3
po3nunoBayem; no 1
th1akoHy B ynakosLi

dapmaueyTie
habpik MoHTaBIT
M6X

ABCTpis

dapmaueyTiwe
habpik MoHTaBIT
6X

AscTpis

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
Lofo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3as9BHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YNOBHOBaX€EHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3mMiHa

KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT

3a (papmakoHarnsg B YkpaiHi.
MponoHoBaHa pegakuis:

puweHko Hartanis OpecTiBHa.
3MiHa KOHTaKTHUX AaHuX

KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT

3a (hapmakoHarnag B YkpaiHi

6e3 peyenma

UA/10200/02/01

20.

ALUEPBIH

ma3b no 30 r a6o 100 r
masi B Ty6i; no 1 Ty6i B
KapTOHHIA ynakoBL,i

dapmaueyTile
habpik MoHTaBIT
6X

ABCTpis

dapmaueyTiwe
habpik MoHTaBIT
6X

AscTpis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:3MiHu | TUny - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHV [0 y3ara/ibHEHUX JaHnX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTtemy thapmakoHarnsagy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3fiicHeHHs1 chapMakoHarasgy

6e3 peyenma

UA/15260/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa peaakuis:
puweHko Hartanis OpecTiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a (hapmakoHarnag B Ykpaii

21.

BA/Ib3AM "BIrOP"

PO34KH OpasIbHWIA, Mo
200 mn, abo 250 mn,
a6o 500 mn y naswkax

TOB "ABeTpa”

YKpaiHa

MpAT "Bionik"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Kkofy ATX - 3MiHV BHECeHO A0
IHCTPYKUii 4Nna MegnyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
[0 po3ainy
"papmMakoTepanesTMyHa rpyna.
Koa ATX" BignoBigHO Ao
MiXXHapOAHOro knacudikaropa
hapmrpyn Ta Kogis ATX:
3aTBepMxeHo: "TOHi3ytoui 3acobu.
Kop ATX A13A"; 3anpornoHoBaHo:
"IHwWi 3aco6w, WO BN/MBaOTb Ha
CcUCTeMy TpaB/EHHA Ta
MeTaboniyHi npouecun. Kog A16A".

no 200 mn —

6e3 peyenma.

no 250 mn,
500 mn - 3a
peyenmom

UA/4074/01/01

22,

BAHEOLUVH

Masb no5ra6o20ry
Ty6i; no 1 Ty6i B
KapTOHHIlA KopooLi

CaHpo3
dapmacbioTikans
a8

CnoBeHisa

BignosiganbHuii 3a
BUNYCK cepil:
CaHpo3 'm6X -
Bupo6Huya
OinbHULSA
AHTWiIHEKU,HI TN3
Ta XimiuHi Onepauii
KyHab (AIXO N3
KyHanb), ABCTpis;
Nex
dPapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHisi;
Bupo6HMLTBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHS:
N&r Xenc AscTpis
v6X & Ko. Or,

ABcTpis/
CrnoseHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO iKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMPO6HMKa, Lo BiAMNOBIAaE 3a
BBE3eHHS Ta/abo BMMNYCK cepii) -
He Bkntovatoum
KOHTPO/1b/BUNPOBYBaHHSA cepil -
BBE/lEHHS 40AAaTKOBOrO
BMPOGHWKA, BiAMoBifaIbHOMO 3a
Bunyck cepii M3 Nek
dapmaueBTMYHa KOMNaHia 4.4.,
CnoseHis/Lek Pharmaceuticals
d.d., Slovenia (BeposLukoBa 57,
NobnsaHa 1526, CnoseHis/

6e3 peyenma

UA/3951/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ABcTpist Verovskova 57, 1526 Ljubljana,
Slovenia). 3MiHN BHeCeHi y
po3ainu "BUpobHuK" Ta
"MicLe3HaxomKeHHs BUPOGHMKa
Ta iloro agpeca micus
NpoBaPKEHHS AisNIbHOCTI" B
IHCTPYKLilO ANS MeanyHOro
3aCTOCYyBaHHA Ta K HaCNiAoK -
BIANOBIAHI 3MiHW Y TEKCTi
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TV MiCALIIB MiC/1A 3aTBEPKEHHS
23. BEH®OMAMA® 300 | Tabnetku, BKpUTI Bbopsar ®apma HimeuyunHa [pareHocapm HimeuunHa BHECEHHS 3MiH IO peecTpaljiiiHux | 3a peyenmom UA/11334/01/01
NAiBKOBOK 060/IOHKOHO, m6X i Ko. KI AnTekapb Miowwn mMartepianis:3MiHun | Tuny - 3mMiHK
no 300 mr Ne 30 (10x3), 6X ofo 6e3nekn/edekTMBHOCTI Ta
Ne 60 (10x6), Ne 100 hapmakoHarnsgy - BHECEHHS 3MiH
(10x10) y 6nicTepax 00 po3ainy «MapkyBaHHA» MKA
n3
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby 3 BHeCEHHSIM iHchopmait
LLI0A0 3a3HAYEHHS OAMHULbB
BMMIpIOBaHHSA y cuctemi Sl
24, BPIHENPA pO34uH aNs iHgysili, 30 BioMapwvH IpnaHgis roTOBWIA Nikapcbkuii Himeuuunna/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16841/01/01
Mr/M/1; M0 5 M po3unHy IHTepHewwHn Jimiteq, 3aci6: o6pobka IpnaHgis/ marepianis:3miHu | Tuny -
ans iHdysin y nikapcbkoro 3acoby | Benukobput 36i/bLUEHHS TEPMIHY CNyX6U
NpPO30pOMY CKISIHOMY Ta nepBuHHE aHis/ (makcumym ans 50 BUPOGHUUNX
chnakoHi (ckno | Tuny), nakyBaHHs CnonyyeHi LMKNiB) AN TPbOX
3aKynopeHomy nNpo6Koo (HanoBHeHHS LWratn XpomaTorpadivyHnx cMon
(6yTunkayuyk) Ta rOTOBMM JliKapCbKUM Amepukn Toyopearl GigaCap Q 650M,

06TUCHYTOMY
1IOMIHIEBOIO KPULLIKOKO
Tuny flip-off seal 3
NAacTMKOBUM
KOBMaYKOM 3€/1eHOro
KONbOpy; MO 2 hNakoHm
3 PO34YMHOM ANS iHAY3il
y KOMnekTi 3 1
h1aKOHOM 3 PO3YMHOM
ANs npommBaHHA (no 5

3acobom) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOoHTpO/b B NpoLeci
BMPOGHMLTBA:
iaeHTudikauis,
BisyaslbHUiA
KOHTPO~b,
6ioHaBaHTaXEHHA Ta
KOHTPO/b Npu

DEAE Sepharose Fast Flow, Butyl
Sepharose 4 Fast Flow, wo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI
Ta OYMLLEHHI Ai0YOT PEYOBUHN
LepninoHasun anba (rhTPP1);
3MiHUW | TUNY - 3MiHU METOAMNKM 3a
nokasHukom «BapiaHTu po3mipis
Mosiekyn» (404aHo onuc
NPUroTyBaHHs CTaHAapPTy ANs
npuaaTHoOCTi cuctemu 3

MJ1 PO34MHY A1 BUNYCKY: KOHueHTpauieto 0,1 mr/mn 1a 0,01
NPOMVBaHHA Y CTepUNbHICTb, Mr/mMn, BBEAEHHA [0AaTKOBUX
NpPO30POMY CK/ISHOMY 6akTepianbHi KpuUTepiiB NPUAHATHOCTI A0 YMOB
donakoHi (cko | Tuny), €H0TOKCUHN) npuaaTHocTi XpoMaTorpadiyHoT
3aKynopeHoMy npobKor pO34nH ons cucTemun); 3MiHu | Tuny - 3MiHn
(byTunkayuyk) Ta NPOMVBAHHS: MeTOAMKM 38 NOKAa3HUKOM
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
06TUCHYTOMY 06pobka «CnopigHeHi peyoBMHM» (3MiHa

NIOMIHIEBOIO KPULLIKOKO
Tuny flip-off seal 3
nNacTVKOBUM
KOBMaYKOM XXOBTOrO
KOMbOPY) B KAPTOHHIiA
Kopobui

niKapcbkoro 3acoby
Ta nepBuHHe
nakyBaHHS
(HanoBHeHHs
pO34MHOM ANns
NMPOMMBAHHS) Ta
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B NMpoLeCi
BUpPOGHMLTBA:
ineHTudikauis,
Bi3yasibHUiA
KOHTPO~b,
6GioHaBaHTaXEeHHS,
KOHTPO/b Npu
BUMYCKY:
CTEPUbHICTb,
6akTepianbHi
€HA0TOKCUHN)
Bettep ®apma-
®eptiryHr F'm6X i Ko.
K, Himeyunna
roToBuiA Nikapcbkuii
3aci6:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B NMpoLeCi
BUpPOGHMLTBA:
ineHTudikauis,
Bi3yasibHUiA
KOHTPO~b,
GioHaBaHTaXeHHS Ta
KOHTPO/b Npu
BUMYCKY:
CTEepPUbHICTb,
6akTepianbHi
€HA0TOKCUHN)
pO34nH ans
NMPOMWBaHHS:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B NMpoLeci
BUpPOGHMLTBA:
ineHTudikauis,
Bi3yasibHUiA
KOHTPO~b,
GioHaBaHTaXeHHS Ta
KOHTPO/Ib Npw

Mapkepa MOoJsekyApHOoi Baru
(3aTBepmxeHo: Bio-Rad,
KaTasniokHuin Ne 161-0304;
3anponoHoBaHo: Thermo Scientific
Pierce, kaTanoxHuit Ne 26610) Ta
YTOYHEHa NiAroToBKa BMXigHOIO
pO34nHy Mapkepa MonekynsapHol
Baru); 3mMiHu | Tuny - 3aTBepaxeHi
MeToAMN KOHTposto AkocTi N3
npeacTaB/ieHo YKPaiHCbLKO
MOBOI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BUMYCKY:
CTepPUNbHICTb,
6akTepianbHi
€HJ0TOKCUHM)

Bettep ®apma-
®epTiryHr F'm6X i Ko.
Kr, HimeuwunHa
roTOBWiA Nikapcbkuii
3acio:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpO/b B NpoLeci
BMPOGHMLTBA:
iaeHTuikauin) Ta
BMNPOGYBaHHSA
CTabiNIbHOCTI PO34nH
AN NPOMUBaHHSA:
o6pobka
nikapcbKoro 3acoby
(BUPOBHMLTBO
Hepo3dacosaHoro
MPOMIDXHOIO PO3YNHY
NS NPOMWBAHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpPO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis Ta
BMNPOGYBaHHSA
cTabinbHOCTI)
BioMapuH
PapmacboTuKan
IHK., CnonyueHi
LTatn AMepuku
roTOBWiA Nikapcbkuii
3aci6: 36epiraHHs Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOoHTpO/b B NpoLeci
BMPOGHMLTBA:
Bi3yasibHUiA
KOHTPO/b) PO3YMH
AN NPOMUBaHHSA:
36epiraHHA Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpPO/b B NpoLeci
BMPOGHUMLTBA:
Bi3ya/IbHUI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTpO/b) BeTTep
Papma-PepTiryHr
m6X i Ko. KT,
HimeyunHa rotosuii
nikapcbkuii 3aci6:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/b NpU
BUMNYCKY: KPIM
CTepusIbHOCTI) Ta
BMNPOGYBaHHSA
cTabinbHOCTI Ta
BWMYCK Cepii po34unH
AN NPOMUBaHHSA:
o6pobka
nikapcbKoro 3acoby
(BUPOBHMLTBO
Hepo3dacosaHoro
MPOMIDXHOIO PO3YNHY
NS NPOMMBAHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTPO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis,
KOHTPO/b Npu
BUMNYCKY: KPIM
CTepubHOCTI),
BMNPOGYBaHHSA
cTabinbHOCTI Ta
BUMYCK cepil
BioMapuH
IHTEepHeLHN
Niviten, Ipnaxgis
roTOBWiA Nikapcbkuii
3aci6: BTOpUHHe
nakyBaHHS
(MapkyBaHHA Ta
npoLec KiHLEeBOro
nakyBaHHS) PO34MH
AN NPOMUBaHHSA:
BTOPWHHE
nakyBaHHS
AHpaepcoHbpekoH
(FOK) Nimiten,
BenvkobputaHis

25.

BANEBIT

TabneTtku, BKPUTI
060/10HKO0, Mo 100
Mr/90 mr no 10 TabneTok

dapmaueyTiwe
habpik MoHTaBIiT
rm6X

ABCTpIs

dapmaueyTile
thabpik MoHTaBIT
v6X,

ABCTpist

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis:3miHu | Tuny - 3MiHN
o0 6e3nekn/edpekTMBHOCTI Ta

6e3 peyenma

UA/15241/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y 6nicTepi; no 2
6nicTepy B KAPTOHHIi
ynakosLi

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
0ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:
IpuweHko Hatanis OpecTiBHa.
3MiHa KOHTaKTHUX AaHnx
KOHTaKTHOT 0CO6GU YNOBHOBaXKEHOT
0cobu 3asiBHUKA, BiANOBIAa/IbHOI
3a thapmakoHarnag B Ykpaii

26.

BANbMNPOKOM 500
XPOHO

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
MPOJIOHroBaHoI Aji No
500 wr; no 10 TabneTok
y 6nictepi; no 1, 3 a6o 6
6nicTepiB B KAPTOHHIN
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt”

YkpaiHna

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Cucrema
KOHTelHep/3aKynopoBabHui
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(3MiHa KiIbKOCTi 0ANHULb
(Hanpuknag TabneTok, amnyn
TOLL) B yNakoBLi:) - 3miHa nosa
[Aiana3soHOM 3aTBepKeHUx
PO3MipiB ynakoBku - BBefgeHHs
[04aTKOBOro po3Mipy ynakoBku Ne
60 (10 x 6) y 6nicTepi, 6€3 3MiHN
NepPBUHHOTO NakKyBaslbHOro
marepiany, 3 BignoBigHNMM
3MiHamMu B po34ini YnakoBka:
BBefeHHs 3MiHW NpOTSArom 6-Tu
MicALiB Mic/1A 3aTBEPAKEHHS.

3a peyernmom

UA/2169/01/02

27.

BA/IbTPEKC™

TabneTtku, BKPUTI
060/10HKOI0, 110 500 Mr;

FnakcoCmiTKnsiiH
Ekcnopt fliviteq

Benvka
BpuTaHis

nakco Bennkom
C.A,, IcnaHis

Icnanis/
MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis:3miHu | TMny - 3MiHK

3a peyenmom

UA/7835/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 10 Tabnetok y (BMpOGHYMK Ans LoAo 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 1 6nictepy NepBUHHOIO Ta thapmakoHarnsgy. BeegeHHs a6o
B KapPTOHHIlA KOpo6Li; No BTOPVHHOIO 3MiHW [0 y3ara/lbHEHUX JaHuX Npo
6 Tabnetok y 6nictepi; nakyBaHHs, cuctemy chapmakoHarnsgy
no 7 6nictepis y KOHTpO/H0 Ta (BBEAEHHSA y3araslbHEHVX AaHUX
KapTOHHiiA KopobLj; no BUMYCKY cepilt); npo cuctemy capmakoHarnsgy,
14 TabneTok y 6nicTepi; "nakco Bennkom 3MiHa YyNOBHOB&XeHOI 0cobu,
no 3 6nictepu B C.A., IcnaHis BiANOBIAa/IbHOI 3a 34iiCHEHHS
KapTOHHIlA KOpO6L (BMPOGHYMK thapmakoHarnagy; KOHTakTHoOl
Hepo3dacoBaHoro 0ocobu 3 hapmakoHarnsgy
NpoAykKTYy); 3aABHUKa 419 34iACHEHHS
nakcoCmiTKnsinH thapmakoHarnagy B YkpaiHi, SKLo
dapmacbloTrKan3 BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
C.A, MonbLla ocobu, BignoBifanbHOI 3a
(BMpOGHYVK AnA 3pjiicCHeHHs1 hapmakoHarnagy
NepBUHHOTO Ta (BK/IHOYAKOUN KOHTAKTHI JaHi)
BTOPWHHOIO Ta/abo 3MiHV Y PO3MILLEHHI
nakyBaHHS, macTep-chaiina cuctemm
KOHTPO/I0 Ta thapmakoHarnsgy) - 3miHa
BUMYCKY Cepiii) YNOBHOB&XXEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsag;
MponoHoBaHa pefakuis — Ap.
VeHc-Ynbpix LLUTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BifnoBifabHOI 3a
thapmakoHarnsg. 3mMiHa Homepy
Ta MicLle3HaxoKeHHs1 macTep-
paiina
28. BEHTONIH™ aepos3osb Ans "nakcoCmiTKnsiiH Benuka "nakco Bennkom PpaHuis/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/2563/01/01
EBOXANEP™ iHransyii, no3oBaHuiA, Ekcnopt NimiTeq BputaHis MpoaakLwH, IcnaHis mMartepianis:3MiHun | Tuny - 3mMiHK

100 mkr/go3y; no 200
[03y 6anoHi; no 1
6asIoHy B KapTOHHIi
Kopobui

®paHuis; Mnakco
Bennkom C.A,,
IcnaHis

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo

cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNIHOHAKOUN KOHTAKTHI faHi)
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag:
MponoHoBaHa pepgakuis — Ap.
MeHc-Ynbpix LLiTermaHH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT
ocobu, BignoBifanbHOT 3a
thapmakoHarnag. 3miHa Homepy
Ta MiCLle3HaxoKeHHs1 macTep-
dpaiina

29.

BIATPA® ODT

TabneTtku, Wo
AncnepryoTbes B
POTOBI NOPOXHWHI, NO
50 wmr, no 2 a6o no 4
Tabnetkn y 6nictepi; no
1 6nicTepy B KApTOHHiIl
Kopobui

AngxoH KOC 1 JI/1IC

CLUA

dapesa Ambyas

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3miHa 3asBHUKa
(BnacHvka peecTpadiiHoro
nocsigyeHHs)(3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460): BeeaeHHs
3MiH NpOTAroM 12 micAuis nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAgnoBifanbHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0COOM 3as1BHMKA,
BignoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy: dirova
pegakuisi: dpaHcyasa lyma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pefakuis: Bapbapa
[le BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AAHUX

3a peyenmom

UA/0313/02/0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
dpapmakoHarnsay
30. BIATPA® ODT Tabnetku, Wo AMNOXXOH tOC 1 CLIA ®dapeBa Ambyas ®paHuis BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/0313/02/01
aucnepryoTses B nnc mMartepianis:3MiHu | Tuny - 3mMiHK
POTOBI NOPOXHWHI, NO LoAo 6e3nekn/edeKTMBHOCTI Ta
50 mr, no 2 a6o no 4 thapmakoHarnsgy - 3MiHM BHECEHO
Tabnetkn y 6nictepi; no B IHCTPYKLiO A1 Me4UYHOro
1 6nicTepy B KApTOHHIl 3aCTOCyBaHHS NikapcbKoro 3acoby
Kopobui o posginy "OcobnvBocTi
3acTocyBaHHA" 3rigHO 3
OHOBJIEHOIO iHhOpMALEID LWOoA0
6e3nekn 3acTocyBaHHs
[LOMOMDKHUX peYOBUH. TepMiH
BBE/lEHHS 3MiH NpoTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS
31. BIMI3M KOHLeHTpaT ans BioMapuH Ipnangis AHpepcoHBpekoH Benvka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/14547/01/01

po3unHy Ans iHdysin, 1 IHTepHewwHn Jimiteq, (FOK) Nimiten, BpuTtaHis/ marepianis:3minu | Tuny -
Mmr/mn; no 5 mny Benvka bputaHis Ipnangis/ [00aBaHHA HOBOrO BifAa/IeHoro
donakoHi; no 1 dpnakoHy (MapkyBaHHSA Ta HimeyunHa cknagy Sentry BioPharma

B KapTOHHI kopo6Lyi

BTOPWHHE
nakyBaHHs);
BioMapuH
IHTEepHeLWwHN
Nimiten, IpnaHgis
(MapkyBaHHA Ta
BTOPWHHE
nakyBaHHs,
BiAnoBiganbHUIA 3a
BUMYCK cepii);
BetTep ®apma-

®epTiryHr MTm6X i Ko.

KI', HimeuunHa
(BMpPOGHMLTBO
Hepo3dacoBaHOl

nNpoAyKuii, NnepBuHHe

nakyBaHHs Ta
KOHTpPO/1b

CTepWIbHOCTI);

BetTep ®apma-

®epTiryHr MTm6X i Ko.

KI', HimeuunHa
(KOHTpOSIb
CTEepPUbHOCTI

Services, Inc., 4605 Decatur Blvd.
Indianapolis, IN 46241, USA B
SAKOCTI KBaUihiKOBaHOro
anbTepHaTUBHOIO X0N04UIbHOTO
cknagy Ansa 36epiraHHs
3aMOPOXEHHOrO NPOMIXHOIO
nNpoAykTy Hepo3dhacoBaHoi Ajtoyoi
pevoBuHu (BDS) enocynbasu
anbda; 3miHu | TMny - He3HayHa
3MiHa B npoveci BUpobHuLTBa
rhGALNS rotosoi
Hepo3dhacoBaHO! 4it40i pevyoBUHN
(FBDS). NMoTo4Ha noyartkoBa
onepauis
ynbTpadineTpawii/giadinstpawii
(UF/DF) gns gitoyoi pevoBuHmn
enocynbasun asbia 3mMiHeHa,
06 [,03BOINTY 36i/bLUEHHS
MakcMasibHOro 06’eMy 06po6KM
3i6paHoi KyNbTypasibHOT PiguHMN
(HCCF) 3 12,000 n go 16,000 n;
3MiHK | TUNy - nepernsg
cneumdikauii NpoToKony
CTabifIbHOCTi FOTOBOrO
nikapcbKkoro 3acoby. [laHa 3MiHa €
NoCcNiAOBHOK 3MiHOK BBEAEHHS
HOBOro MeToay 06epHeHo-
hazoBoi YEPX. TakoxX KoMnaHis
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BioMapwH xoTina 6u
CKOPUCTATUCA LLiEI0 MOX/IUBICTIO,
LLLO6 BKNIOUNTY AEAKI pefakTopChki
npaskw, W06 OHOBUTY NOTOYHE
[0Cbe; 3MiHM | TUNY - AoAaBaHHA
BioReliance Limited, Todd
Campus, West of Scotland
Science Park, Glasgow G20 0XA,
United Kingdom B sikoCTi
anbTepHAaTUBHOI AiNbHUL,
Bi4NoBifa/IbHOT 3@ KOHTPO/b
AKOCTI [i040i PeYOBUHN
enocynbasv anbda ans
BUNPO6YBaAHHSA Ha Mikonasmy Ta
in vitro aHanisy Ha Bipycu 3ibpaHoi
KyNbTYPa/IbHOT PiAVHN KITUH
(HCCF); 3miHn | TNy -
onTumisauis metody o6epHeHo-
thasHoi BEPX (RP-HPLC) gns
BUNPOBYBaHHSA NokasHuka «Active
site titration, Percent
Formylglycine (FGly53)», a came
BUKOPUCTaHHA 06epHeHOo-ha3Hoil
BEPX noegHaHoi 3
dhlyopecueHTHUM AETEKTOPOM Ta
[eTeKkTopom YP-nornvHaHHA (RP-
HPLC/UPLC), wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA Ai0H0I PEYOBUHU;
3MiHW | TUMY - BHECEHHSA NPaBOK Y
npoTokon kBanidikawii
cTaHAapTHOro 3paska fAitoyol
peyoBunHM enocynbasmn anboa.
OHoBneHHs nigposiginy 3.2.5.2.2
ONns Bifo0GpadkeHHA [0MyCTUMOro
Aiana3oHy TpaHCcMeMbpaHHOro
TUCKY NpK NOYaTKOBIN hinbTpavi
3ibpaHoro maTepiany Ta
KOHLeHTpauii 3 < 20psig fo <
20psig (NOR), < 15psig (Setpoint);
3MiHU | TUNY - BHECEHHSA
peaakuiiiHnx 3MiH fo niapo3giny
3.2.5.2.2. Onuc BUpo6GHNYOro
npoLiecy Ta oro KOHTPOoso AnA
YCYHEHHS Cynepeynmsoi
iHdhopmauii Mix Tabnmuamu: -
CTaHAapTU30BaHoO Aiana3oHu
KpuTepiis 360py niky Ha cTagii
KaTioHOO6MiHHOT XpomaTorpadoii
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(SE-HICAP) Ta Ha cTagii
rigpocho6Hoi xpomatorpadoii

80

Toyopearl Butyl 40 NOTOYHMX
3aTBEPMKEHNX AOMYCTUMMX
poboumx fianasoHis, yxe
npeacTaBneHnx B AOCbE; 3MiHM |
TUNY - BHECEHHS KOPEKTOPCbKMNX
npaBoK A0 HACTYNHWUX po3inis
peecTpaLiiHoro Aocke: nigpo3giny
3.25.21,3.252271a3.2S.4.2.
3MiHM CTOCYIOTbCS BUMPaB/ieHb
TUnorpagiuHMX NOMWUIOK; iHLLI
3MiHU CTOCYIOTbCA NEPETBOPEHHSA
oaunHuLb (0,075 AU/mm Ha 0,75
AU/cm); npaBKv BHECEHO A0
MOLUTOBOrO iHAEKCY; 3MiHM | TNy -
3MiHa MOBW BUKafeHHss MeTopais
KOHTpOIH0 AKOCTi /13 3 pocilicbkoi
Ha yKpaiHCbKy; 3MiHu | TRy -
HafaHHA AaHuX Ans NigTprMKu
3HATTSA NOTOYHOrO O6MEXEHHS
po6oTu GiopeakTopa BUPOGHMNYOT
LinbHUUi BioMapuH IHTepHeLwHN
Nimiteq, Wan6anni, PiHrackiggi,
KayHTi Kopk P43 X336, IpnaHgis 3
92 aHiB pob0TK GiopeakTopa A0
rPaHNYHOro KIiTMHHOro Biky (LCA)
140 gHis; 3miHM |l TUNY - 3miHa
peuenTypy NOTOYHOrO
cepefoBuLLa Ky/bTypy KTITUH 3
cepefosuLLa, WO MICTUTb
KOMMOHEHTW TBapUHHOTO
noxomxeHHs (ACC), Ha peuenTtypy
Takoro X cepefoBuLLa, BiNbHY Bif,
KOMMOHEHTIB TBapMHHOTO
noxomxeHHs (ACF); 3minu Il Tuny -
3amMiHa MeToAy BUMPOOyBaHHS
06epHeHOo-(ha3oBol
BMCOKOEPEKTVNBHOI PigNHHOT
xpomaTtorpadii (O®-BEPX) Ha
MeTo/[, BUNPO6YyBaHHA - 06epHEHO-
(ha30Boi yNbTpa-ePeKTUBHOI
pigvHHOT xpomatorpadii (OP-
YEPX) o151 BU3HaYEHHS YACTOTH
roToBOI Hepo3(hacoBaHoO! AitoUoil
peuvoBuHM enocynbtasu anbga
(FBDS) Ta rotToBOro npoAykTy, B
npoveci BUpo6HULTBA, NpK

BMNYCKY Ta Npu BUNPO6YBaHHI




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cTabinbHocTi. BuMorn Ta metoam

KOHTPO/IIO LLI0A0 NOKa3HYWKIB
«YuncToTa, cnonykun, CXoxi 3a
MOJIEKY/IAPHUM PO3MIPOM
(arperatun)», «4ucToTa, IHTaKTHWIA
6inok», «3arasibHa KOHLLeHTpaw,is»
6ynv NpuBeaeHi y BiANOBIAHICTb
[0 MaTepianiB BUPOGHUKaA. Takox
3asBHUK XOTiB 61 cKopucTatucs
MOX/MBICTHO, LOG BK/IOUNTY AEsiKi
peAaKkTopChbKi MpaBku LWOAO
nocunaHb Ha BignosigHi COMn 'y
MeToAax KOHTPOJI0 AKOCTi roTOBOT
Hepo3dracoBaHOl 4jto40i pevyoBUHN
enocynbasu ansa (FBDS) Ta
roTOBOr0 NPOAYKTY, Ta Aeski
peAaKkTopcbki Mpasku, 106
OHOBUTW NOTOYHE [0CHE;
3MiHu |l Tuny - gogaBaHHsA
BioMapuviH IHTepHewwHA flimiTes,
LWan6anni, PiHrackiggi, KayHTi
Kopk P43 X336, IpnaHgais
(BioMarin International Limited,
Shanbally, Ringaskiddy, County
Cork P43 X336, Ireland) B sikocTi
[04aTKOBOT BUPOGHMYOT AiNbHULI
[ANna BUPOBHMLTBA rOTOBOI
Hepo3acoBaHOi AjloU0i pevoBUHN
(rhGALNS FBDS) enocynbasu
anbga. FoToBa HeposchacoBaHa
aitoya pevosnHa (thGALNS FBDS)
Ha faHuii Yac BUrOTOB/ISETLCS Ha
BUPOGHMYIN AinbHULi BioMarin
Pharmaceutical Inc., Novato
Campus, 46 Galli Drive, Novato,
CA 94949, USA; 3miHun Il Tuny -
PO3LINPEHS KPUTEPIiB
NPUAHATHOCTI AN cneyudikauii
dopminraiyuny (FGly) 3 70-92%
00 < 60% Ans rotosoi
Hepo3dracoBaHOT Ajito4oil
peyoBuHW. MNoCnifoBHO, Taka X
3MiHa 6yna BK/Il0YeHa B MeXi
KOHTPO/I0 B NpOLLeCci BUPOGHMLTBA
(IPC) Hepo3dhacoBaHoi Aitouoi
peyoBuHu (BDS); 3miHu Il Tuny -
BBEJEeHHA 104aTKOBOro
napameTpy Ao cneuudikauii

NiKapcbKoro 3acoby
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«lpeHTudikayis. EH3nmaTnyHa
aKTMBHICTb» 3 BiANOBIAHO
METOAMKOI BUNPOBOBYBaHHS, sika
TaKoX BYKOPUCTOBYETLCH A1
nokasHuka «CneuudiyHa
AKTUBHICTb»; 3MiHuM Il Tuny -
BBEJIeHHA [104aTKOBOro
napameTpy 4o crneuudikauii Ha
nikapcbkuii 3acié
«OnirocaxapugHuii npodisib» 3
BiZNOBIAHOK METOANKOI
BMNPOGOBYBAaHHS, 3rigHO
marepianiB peecTpauiiHoro AockLe
BMPOGHMKa

32.

BITALEPTUH

PO34MH A5 iH EKLiA no
2 mn B amnyni; no 5
amnyn y 6nictepi; no 1
6nictepy a nauuj

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

Ykpaina

MpusaTHe
akujioHepHe
TOBapMCTBO

"Nlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:3miHu | Tuny - nogaHHA
OHOBJIEHOTO cepTUdikaTy
BignosigHocTi E® R1-CEP 1998-
140-Rev 04, y 3B’A3Ky 3i 3MiHOI0
Ha3BW 3aTBEPAKEHOr0 BUPOOHMKaA
A®| BiTamiH B12 kpuctaniuHumii
(uiaHokobanamiH) Ha Sanofi
Chimie, France. BHeceHHs1 3MiH A0
po3sginy MKA N3: «Cknag»
MponoHoBaHa pepakuis: Aitoui
peyoBUHM: LiiaHOKoGanamiH (y
nepepaxysaHHi Ha 100 %
peyoBuHy) — 0,5 mr SANOFI
CHIMIE, France 3MmiHV BHeceHi y
po3gin "Cknag" B iHCTpyKLUito ANns
MeAMYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ta sk
HacnifokK - BIANOBIAHI 3MiHW y
TEKCTi MapKyBaHHS ynakoBKuW
nNiKapcbKoro 3acoby; 3miHu | Tuny -
npuseeHHs cneumdikawii
MeToZiB KOHTpono AdD| fo BUMOr
MOHorpagii €®, Ta Ak HacnigoK
BiANOBIAHI 3MiHW 3a MOKa3HVKaMu:
«laeHTUdikauis», «CynposigHi
[OOMILLKM». BBEAEHHS 3MiH
npoTArom 3-x MicAuiB nicas
3aTBEPKEHHS; CYMyTHS 3MiHa -
3MiHu 3 aKocTi. CepTudiikaT
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXIAHICTHO

3a peyenmom

UA/16965/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasTbHOI dhapmakonel
nepxasun €C - npuBefeHHA
METOZAiB KOHTPO/I0 Ta Ha3Bu AdI
[0 BMMOr MoHorpadii €, Ta sk
Hacnigok BiANOBIAHI 3MiHM 3a
nokasHukamu: «lgeHtudikais»,
«CynpoBigHi AoMmilkn», «BTpata B
Maci Npy BUCYLLYBaHHI»,
«KinbKicHe BU3HAYEHHS».
BepieHHs 3MiH npoTarom 3-x
MicsILiB Micns 3aTBepoKEHHS

33.

FTAH®OPT®

Kpanni o4Hi no 3,0 mny
chnakoHi-kpanesnbHuULi 3
nonietuneny, no 1 aéo 3
hnakoHn-kpanenbHULi B
KapTOHHI navu,i

AnnepraH
dapmacbloTikans
IpnaHgis

Ipnangis

AnnepraH
dapmachbloTikans
IpnaHgis

IpnaHgjs

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
ofo 6e3snekun/edekTMBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs

OAVHWLb BUMIPOBaHHS Y CUCTEMI

SI

3a peyenmom

UA/11121/01/01

34.

FENAPU3NH®

PO34MH A1 iH e no
20 mn B amnyni; no 10
amnysn y KapTOHHii
nauuj

TOB "BAJTAPTIH
DAPMA"

Ykpaina

TOB "beiiygiH KeBiH
TexHonoaxi LLeiip-
XonpiHr Ko."

Kutan

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3miHu Il Tuny - 3MiHn
3 AkocTi. A®l. Bupo6bHULTBO.
3MiHa BUpOGHMKa
BUXiQHOTO/NPOMIXHOr0
NpoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSH Y
BMPO6HMYOMY npoLeci Adl, abo
3MiHa BMPOGHWMKa (BKOYatouu, ae
HeobXxigHO, MicLe NpoBeAeHHS
KOHTpO/tO AKOCTi) APl (3a
BiCYTHOCTI cepTudikaTta
BIANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepayxeHomy
[0Cbe)(BBEAEHHS HOBOrO
BMPO6HUMKa AP 3 HaAaHHAM
MacTtep-cpaiina Ha AdI) -
BBE[EeHHA 104aTKOBOro
BMPO6HMKa AP MOHOAMOHIO
rniynpuanHar Jiangsu Tiansheng
Pharmaceutical Co., Ltd. China
(3aTBepaxeHo Xinjiang Tianshan
Pharmaceutical Ind. Co., Ltd.
China), 3 nogaHHsiM MacTep-

3a peyernmom

UA/15589/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
dhaiiny Big HOBOro BUPOGHMKA.
35. FEPBIOH® CUPOM | cupon, 7 mr/mn, no 150 KPKA, a.4., Hoso CnoseHisa BUPOBHUK, CnoBeHis BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/12176/01/01
NAKOLWA M1 cupony y chsiakoHi; MecTo BiANOBIAA/IbHWIA 32 MaTepianis: 3miHu Il TMNy: 3miHN 3

no 1 dpnakoHy pa3om 3
NNacTVKOBOK MipHOO
JIOXKOI0 B KAPTOHHIl
Kopobui

BMPOGHMLTBO "in
bulk", nepsuHHe
nakyBaHHs Ta
BTOpPUHHE
nakyBaHHS,
KOHTpPOb cepii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
BUPOBHUK,
BiANOBiAa/IbHWIA 3a
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mMecTo, CroBeHis;
BUPOBHUK,
BiANOBiAA/IbHWIA 3a
KOHTPO/b cepil:
HN30X
(HaujioHanbHi
nabopaTtopis 3a
34paB’e, OKONE iH
xpaHo), CnoBeHis

skocTi. A®l. Bupo6bHMUTBO (iHLLi
3MiHW) — NOAaHO OHOB/EHUI
ASMF (open part: versions
December 2020; closed part:
versions December 2020) Ha
Ailo4y peyoBUHY CYXOro eKCTpakTy
JINCTA NIoLA Bif, 3aTBEPAKEHOT0
BMpo6HuKa Bionorica SE,
HimeuunHa. BBegeHHS 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHu | Tuny:
3MiHun 3 sikocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTepiany/npombKHOro
npoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPKEHNX MeTodax
BUNPOBYBAHHS) — 3MiHU METOANKN
3a MOKa3HMKOM «laeHTudikawis»
meTogom TLUX (npo6onaroToBka
6e3 3MiHWN KOHLeHTpaLii Ta
3a3Ha4yeHo 30HW 3a6apB/eHHs, AKi
Ginblue BignoBigalTb DaKTUYHINA
cutyauin). 3miHu | Tuny: 3miHm 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHs AifibHUL,
Ha SKii 34jCHI0ETbCSA
KOHTPO/Ib/BUNPOBYBaHHSA cepil) —
BBE/leHO [0AaTKOBY AiNIbHALIO
NLZOH (Nacionalni laboratorij za
zdravje, okolje in hrano), Slovenia/
HN30X (HauioHanbHi
na6oparopisi 3a 34paB’e , OKONE iH
xpaHo), CnoBeHis, L0 BignoBigae
3a KOHTposb cepil [N13. 3MiHn |
TMny: 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHK y npoLeci
BMPOBHMLTBA FOTOBOrO
NiKapCcbKoro 3acoby, BKAYaum
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO NikapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci
BUPOOBHMLTBA) — YTOUHEHO 6/10K-
cxemy BMpo6Huyoro npouecy M3
6€3 XOAHMX 3MiH BUPOBHNYOro
npouecy. 3MiHu | Trny: 3miHn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib fONOMIDKHUX PEHOBUH.
3MiHa napameTpiB cneuudikadiii
Ta/abo fonyCcTUMUX MeX Ans
[OMOMKHOT PEUOBVHM (BUTYYEHHS
3i cneumaqikaLii He3Ha4YHOro
nokasHuka (Hanpvknag
3aCcTapisioro NokasHvika)) -
BU/TyYEHHA BUNPOOYBaHHA Ha
cneuudiyHi MiKpoopraHismu
(E.coli, Pseu. aeruginosa, Staph.
aureus) 3 NnokasHuka
«MikpobionoriyHa sKicTb»
cneundikauii Ha OMOMiIKHY
peyoBVHY apoMaTu3aTop Mesnicu
02 627. 3minu | Tvny: 3MiHN 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTPO/b AONOMDKHUX PEHOBUH.
3MiHa y meTofax BUNpo6yBaHHS
[OMOMDKHOT peYOBMHM (HE3HaYHI
3MiHW Y 3aTBEPAKEHUX METoAax
BMNPOGYBaHb) — 3MiHN METOAUKN
3a nokasHukom «MikpobionoriuHa
AKICTb» METO/iIB KOHTPOSI0
[0MOMDKHOT pEYOBUHN
apomarusartop menicu 02 627
(HagaHo JeTanbHWin onuc
XUBWBHOTO CepefoBuLLAa Ta
3acTOCyBaHHs po3BefeHHst 1:100)

36.

FNKAMTUAH™

niocpinizat ANs po3vnHy
Ans iHdysin no 4 wr, 1
chnakoH 3 niogpinizatom
Y KapTOHHIli kopobLi

Hosaprtic ®apma Al

LLiBeiiuapis

nakcoCmiTKnsinH
MaHyhakTypuHr
C.N.A., Itanis
(BMPOGHMLTBO 3a
MOBHWUM LMK/IOM);
KaraneHt FOK
MexkepkuHr Nimiten,
Benuka BpuTaHis
(BTOPUHHE
nakyBaHHs)

ITania/
Benuka
BpuTaHis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis:3miHu | Tuny - 3MiHN
BHeCeHi [0 iHCTPYKUil Ans
MeAMUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby 4o po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHS"
oo 6e3neku AoNOMIKHUX
peyoBuH (CNOMyK HaTpIto)
BiAMNOBIAHO A0 pekomeHAaLii
European Commission guideline
on ‘Excipients in the labelling and
package leaflet of medicinal

3a peyenmom

UA/9121/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

products for human use’ (SANTE-
2017-11668). BBeeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAXKEHHS

37.

DEKPU3

TabneTku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 25 mr no 10 Tabnetok
y 6nictepi; no 3
6nicTepy y KapTOHHIN
nauui

NMPO®APMA
IHTEepHeLwHN
Tpeigur fMiviteq

ManbTa

Apawvepg ®apma C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tmny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKIil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLi Ans
MEJUYHOI0 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/6ionodioHn
X NiKkapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW npenapat (3MiHa He
noTpebye HafiaHHS XOAHUX HOBUX
[04AaTKOBUX AaHNX) 3MiHK
BHECEHO [0 iHCTPYKLi Ans
MeAUYHOr0o 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ginu:
"®apmakonorivyHi BracTmeBocTi”,
"Moka3aHHs" (YTOYHEHHS
iHbopMmawii),"MpoTunokasaHHs",
"B3aemogis 3 iHWMMW SliKkapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta gosun”, "ditn"
(yTouHeHHs iHchbopmauii), "MobiyHi
peakuii 3rigHo 3 iHhopmaujieto
00 MEAUYHOTO 3aCTOCYBaHHS
pedyepPEeHTHOro NiKapcbKoro
3acoby (IHCIMPA®, TabneTku,
BKPWTI NNiBKOBOK 060/I0HKOLD).
BBefeHHs 3MiH NpoTArom 6-Tu
MicALiB Mic/1a 3aTBepAKEHHS.

3a peyenmom

UA/13553/01/01

38.

LNEKPU3

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,
no 50 mr no 10 Tabnetok
y 6nictepi; no 3
6nicTepy y KapTOHHIl
nauui

NMPO®APMA
IHTepHeLwHN
Tpeiaur fiviteq

MasnbTa

Apavepg ®apma C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tmny - 3miHn
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKIil XxapakTepucTuui
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIii Ans
MeANYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHnx/6ionodioHn
X nikapcbkux 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pediepeHTHUIA npenapar (3MiHa He

3a peyenmom

UA/13553/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
noTpebye HaflaHHS XOAHNX HOBUX
[04aTKOBUX faHnX) 3MiHK
BHECEHO [10 iIHCTPYKLi ANnA
MeJMYHOr0o 3acTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu:
"®apmakonoriyHi BnactnsocTi”,
"Moka3aHHsA" (yTOUYHEHHS
iHbopMmawii),"MpoTunokasaHHs",
"B3aemogis 3 iHWMMK NliKapCbKUMu
3acob6amu Ta iHWi Buan
B3aemogiit", "OcobmBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsa Ta gosu", "ditn"
(yTOuHeHHs iHdhopMmaLiT), "MobivHi
peakuii” 3rigHo 3 iHdhopmaujieto
LLOA0 MEANYHOTO 3aCTOCYBaHHS
pediepeHTHOro Nikapcbkoro
3acoby (IHCMNPA®, TabneTku,
BKPUTI MNIBKOBOK 060/TOHKOI0).
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNs 3aTBEPAYKEHHS.
39. OEKCINAHT® Kancynv 3 Takena CLIA [Jendapm Hosapa ITanis/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/13660/01/01
MoAandikoBaHUM dapmacbioTikanc C.p.n., Itanis HimeuuunHa/ mMartepianis:3MiHun | Tuny - 3mMiHK
BMBITbHEHHAM TBEPAi N0 CLUA, IHK. (nepBuHHe Ta IpnaHgjs BHECEHO A0 IHCTPYKUiT Ans
30 wr; no 14 kancyn y BTOPUHHE MeAMYHOro 3aCTOCYBaHHS
6nictepi; no 1 a6o no 2 nakyBaHHs1, [O3BiN nikapcbKoro 3acoby A0 po3ainis
6nicTepy B KAPTOHHIi Ha BUMNYCK cepii); "Oco6nMBOCTI 3aCTOCYBaHHA",
Kopobui Takepa M'M6X, Micue "[itn", "Mo6iuHi peakuyi"
BUPOGHMLTBA BiANOBIAHO 0 OHOB/IEHOT
OpaHieHbypr, iHcbopmawii 3 6e3nekn giroyoi
HimeuyunHa peyoBuHW. BBeEHHS 3MiH
(BMPOGHMLTBO 3a NpOTArom 6-Tv MicaLiB nicns
MOBHWUM LMK/IOM); 3aTBEPMKEHHS
Takepa lpnaHgis
Nta, Ipnangis
(BPO6GHMLTBO
Hepo3dacoBaHoi
npoAayKLuiT)
40. BEKCINAHT® Kancynm 3 Takega CWA [endapm HoBapa ITania/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13660/01/02
MoAndpiKoBaHUM dapmachbioTikasc C.p.n., Itanis HimewunHa/ mMartepianis:3MiHu | TUny - 3MiHK
BUBINIbHEHHSAM TBEpPAi NO CLA, IHk. (nepBuHHe Ta Ipnangis BHECEHO A0 IHCTpyKUii ans

60 mr; no 14 kancyny
6nicTepi; no 1 abo no 2
6nicTepy B KAPTOHHii
Kopobui

BTOPWHHE
nakyBaHHS, 403BiN
Ha Bunyck cepii);
Takega 'm6X, Micue
BMPOGHMLTBA
OpaHieHbypr,
HimeuunHa
(BMPOGHMLTBO 3a

MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"Oco61MBOCTI 3aCTOCYBaHHA",
"fiTn", "Mo6iuHi peakwyi"
Bi4NOBIAHO A0 OHOB/EHOT
iHbopmawii 3 6e3neku giroyoi
peyoBuHW. BBeEHHS 3MiH
npoTarom 6-Tu Micsuis nicns
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Ymosu
Bionycky

Ne Ha3sBsa nikapcbko20 3asBHUK

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,

KpaiHa
3asiBHUKa

Bupo6HuK KpaiHa

BUPOOGHUKa

PeecmpayjiliHa npoyedypa Homep

peecmpayiliHo2o

ynakoska)

nocsio4YeHHs

MOBHUM LMK/IOM);
Takega lpnaHgis
Nta, Ipnangis
(BMPOGHMLTBO
Hepo3dacoBaHOl

nNpoayKuii)

3arBeppKeHHA

41.

NEPMAJPIH

masb, 20 mr/r no 20 r
a6o no 50 r, a6o no 100
ry Ty6i; no 1 Ty6i B
KapTOHHI ynakoBL,i

dapmaueyrTile
$abpik MoHTaBIT
6X

ABCTpIs

dapmaugeyTiwe
habpik MoHTaBIT
6X

ABCTpis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:3MiHu | Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6u 3asBHKKa, BiANOBiAa/IbHOT

3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:

IpuwieHko Hatanis OpecTiBHa.
3MiHa KOHTaKTHUX AaHnxX

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6Wu 3asBHKKa, BigNoBiga/IbHOT

3a hapmakoHarnag B YkpaiHi

6e3 peyenma

UA/8996/01/01

42,

DEPMOBEUT™

Kpem 0,05 %; no 25ry
Ty6i, no 1 Ty6i B
KapTOHHI ynakosL,i

nakcoCmiTKnsiiH

Ekcnopt NimiTeq

Benuka
BpuTtaHis

nakcoCmiTKnsiiH
PapmacboTrKan3
C.A.

Monba

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis:3MiHun | Tuny - 3mMiHu
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKa 415 34iICHEHHS

3a peyenmom

UA/1600/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BiAnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
chapmakoHarnsg: MponoHoBaHa
peaakuis — Ap. MeHc-Ynbpix
LtermanH / Dr. Jens-Ulrich
Stegmann, MD. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0Co6M,
BignoBigasibHOI 3a
hapmakoHarnsg. 3miHa Homepy
Ta MicLe3HaxoMKeHHs macTep-
haiina

43.

ANKNODEHAK
HATPIIO

KpuCTaniuHmiA NopoLLOK
(cybeTaHuis) y
NoABINHMX
nonieTnneHoBux
nakeTax gns
chapmaueBTUYHOro
3aCcTOCyBaHHSA

ToBapucTBO 3
06MEXEHOI
BigNoBiAa/IbHICTIO
"GapmaueBTuyHa
KomnaHisa "3gopos's"

YKpaiHa

XeHaHb [lyHTai
®apm Ko., fta,.

KnTalicbka
HapogHa
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu | Tuny - 3mMiHu 3
akocTi. A®l. BupobHuuTtBo. 3miHa
BMpPOBOHUKA BMXiAHOrO/NMPOMIXXHOIo
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpOo6HUYOMY npoueci AdDl, abo
3MiHa BMPOGHUMKa (BKOUaoun, ge
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sIKOCTi) APl (3a
BifCYTHOCTi cepTudiikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepxeHoMy
[0cbe)(3anponoHoBaHui
BMPOGHWK HaNeXuTb [0 TiEi camol
BUPOBHMYOT rpynn NigNPUEMCTB,
LLIO Vi 3aTBEPAKEHNIN)
3miHa agpecy BUPOGHMYOT
AinbHuui ana A®l AuknodeHak
HaTpito Henan Dongtai Pharm Co.,
Ltd., The People’s Republic of
China, y 3B’A3Ky 3 NnepeHeceHHsaM
BVMPOGHMYOI AiNbHAL,.
Cneuudpikauii, cnoci6
BMPOOHMLTBA Ta AeTabHUiA onnc
MeTody cuHTe3y Adl €
iEHTUYHUMW 3aTBEPAKEHNM

UA/16226/01/01

NUNKTO®EHAK-
3[0POB'SA

PO34UH ANs iH'eKUIA, 25
Mr/M o 3 M B amnyni;

ToBapucTso 3
06MEXEHO

YKpaiHa

ToBapucTso 3
06MeXeHO

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis:3miHu | Tuny - 3miHn 3

3a peyenmom

UA/1539/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 5 amnyn y KapTOHHil
KopooLi 3
neperopogkamu; no 3
M B amnysii, no 5
amnyn y 6nictepi; no 1
6nicTepy B KAPTOHHiIl
Kopobui

BigNOBiAa/IbHICTIO
"®GapmaueBTuyHa
KomnaHis "3g0pos'a"

BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

akocTi. A®l. BupobHuuTteo. 3miHa
BMpPOOHUKA BMXiAHOrO/NMPOMIXXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpOGHUYOMY npoueci AdPl, abo
3MiHa BMPOGHUMKa (BKOUaoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTpO/t0 sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BIANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepxeHoMy
[Aocbe)(3anponoHoBaHui
BMPOGHWK HANEeXUTb [0 TiEi camol
BMPOGHMYOI rpynu NignpUeEMCTB,
LU0 11 3aTBEPMXKEHNMI) - 3MiHA
afipecu 3aTBEPAKEHOr0
BMpOGHMKa AP| anknodeHak
HaTpito Henan Dongtai Pharm Co.,
Ltd., The People's Republic of
China, y 3B’A3Ky 3 NnepeHeceHHsaM
BMPOBHUYOI AiNbHUL. 3MiH Y
npoweci BUpo6HMLITBA Ta CXeMi
cuHTe3y A®I He Bigbynocs. fditoya
pepakuis: AuknodgeHak HaTpito
...... Henan Dongtai Pharm Co.,
Ltd., The People's Republic of
China Agpeca: East Changhong
road, Tangyin, Anyang, The
People's Republic of China
MponoHoBaHa pegakuis:
[vknodeHak HaTpito ...... Henan
Dongtai Pharm Co., Ltd., The
People's Republic of China
Apgpeca: No. 2, East Kangtai
Road, Tangyin, Anyang City, The
People's Republic of China

45,

ANKNO®DEHAK-
340POB'A
YNbTPA

cnpeii HaLKipHUIA,
po34uH, 40 mr/mn no 30
M1 abo no 50 mny
chnakoHi 3i ckna 3
KnanaHoM-HacocoMm,
Hacafikoto-
posnuaoBayem Ta
3aXMCHUM KOBMaYKoM;
no 1 donakoHy y kopobui
3 KapPTOHY

ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"GapmaueBTnyHa
KoMnaHis "3popos'a”

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHisa "3gopos'a”

YkpaiHna

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMaTtepianis:3MiHu | Tuny - 3amiHa
afipecy 3aTBEPIKEHOrO
BMpOGHMKa A®| anknodeHak
Hatpito Henan Dongtai Pharm Co.,
Ltd., The People's Republic of
China, y 3B’3Ky 3 nepeHeceHHsIM
BMPOGHUYOI AiNbHULI. 3MiH Y
npoueci BUPOBHULITBA Ta CXEMI
cuHTesy A®I| He Bigbynocs.
MponoHoBaHa peaakuis:
[vknocberak HaTpito ...... Henan
Dongtai Pharm Co., Ltd., The

6e3 peyenma

UA/1539/03/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
People's Republic of China
Apgpeca: No. 2, East Kangtai
Road, Tangyin, Anyang City, The
People's Republic of China
46. OAMETUNDYMAP Kancynu 3 MicTtpan Kenitan AHrnisA Bupo6bHmuTBO YUnni/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18285/01/01
AT-BICTA MogucpikoBaHUM MeHemKMeHT roTOBOI NiKapCbKOi Icnanis/ marepianis: 3MiHa 3asBH/Ka
BMBi/TbHEHHAM Mo 120 Nimiten dhopmu, NepBrMHHA Yecbka (BnacHvika peecTpadiiHoro
Mmr; o 10 kancyny Ta BTOPUHHA Pecny6nika/ | nocsigyeHHs)(3rigHo Hakasy MO3
6nicTepi; no 2 6nictepu ynakoBKa, KOHTPO/Ib Himeuunna | Big 23.07.2015 Ne 460). BBeaeHHsA
B KapTOHHIi nav,i cepii, BUMyCK cepii: 3MiH MPOTAroM 6-TW MicsLiB nicns
CiHTOH Yuni N1aa., 3aTBEPKEHHS.
Yuni;
MNepBuHHa Ta
BTOPWHHA yNakKoBKa,
KOHTPO~b cepii:
CiHTOH XicnaHis,
C.J1., IcnaHis;
KoHTponb cepii:
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecnyb6nika;
KoHTpornb cepii:
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
KoHTpornb cepii:
Na6op N+C Al,
HimeyunHa
47. ANMETUNPYMAP Kancynm 3 MicTtpan Kenitan AHrNIA Brpo6HMUTBO YUnni/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/18285/01/02
AT-BICTA MoAandiKkoBaHUM MeHepKMeHT roTOBOI NiKapcbKoi IcnaHis/ marepianis: 3MmiHa 3asiBHMKa
BMBINIbHEHHSM MO 240 Nimiteq dopmMm, NepBMHHA Yecbka (BnacHuka peecTpauiintHoro
Mmr; no 10 kancyny Ta BTOPUHHa Pecny6nika/ noceifyeHHs)(3rigHo Hakasy MO3
ynakoBKa, KOHTPO/1b HimeyunHa Big 23.07.2015 Ne 460). BBeaeHHs

6nictepi; no 6 6nictepis
B KapTOHHIi nayu,i

cepii, BUNYCK cepii:
CiHTOH Yuni N1aa.,
Yuni;
MepBuHHA Ta
BTOPUHHA YMaKoBKa,
KOHTPO/b cepil:
CiHTOH XicnaHis,
C.J1., IcnaHis;
KoHTponb cepii:
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecnyb6nika;
KoHTponb cepii:
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika;
KoHTponb cepii:

3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Na6op N1+C AT,
HimeyunHa
48. AAMICTA cnpeii HasaslbHUIA, MEJA ®dapma M'meX HimeuunHa MEJA dapma M'm6X Himeuunna/ BHECEHHS 3MiH [0 peecTpavLiiHnX 3a peyenmom UA/14920/01/01
cycnensis 137 mkr/50 eHg Ko. KI' eHg Ko. KT, IHAis mMarepianis:3miHu | Tuny - 3MiHK
MKI Ha f03y; Mo 6,4 1 HimeyunHa Lofo 6e3nekn/edekTMBHOCTI Ta
cycnensii y onakoni 10 (BMPOGHUK, thapmakoHarnsgy. BeegeHHs abo
mi; no 1 conakoHy B BiANOBIgaIbHNIA 32 3MiHM [0 y3ara/ibHEHUX JaHuX Npo
KapTOHHI nayui; no 23 r BMNyCK cepil); cuctemy hapmakoHarnsgy
cycnensii y onakoni 25 Lmnna Nimites, (BBEAEHHSA Y3araslbHEHNX AaHNX
mi; no 1 conakoHy B IHAiA (BUPOBHUK, npo cuctemy dapmakoHarnsgy,
KapTOHHI nauui BiANoBigabHUIA 3a 3MiHa YyNOBHOBaXEHOI 0cobu,
BMPOGHMLTBO BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
Hepo3dacoBaHoi thapmakoHarnsay; KOHTakTHOI
npoAayKLUii, NepBnHHe ocobu 3 hapmakoHarnsgy
Ta BTOPVHHE 3as9BHUKA ANA 34ICHEHHSA
nakyBaHHs1) hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YNOBHOBaX€EHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3mMiHa
YMNOBHOBaXEHOT 0COOM 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepgakuis — Dr Eiko
Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0Cco6¥ YyNoBHOBaXKEHOI 0Cco6bu,
BignoBigasibHOI 3a
hapmakoHarnsg B Ykpaii.
3MiHa MicLe3Hax04KEHHS MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa micus
3[iICHEHHST OCHOBHOT Aisi/IbHOCTI 3
dapmakoHarnsgy
49. AAMICTA cnpeii HazaslbHUiA, MEJOA ®apma M'mb6X HimeuyunHa MEZOA dapma M'moX HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/14920/01/01
cycnensis 137 mkr/50 eHfa Ko. Kl eHp Ko. KT, IHAis marepianis:3miHu |l TURy - 3mMiHK
MKI Ha fo3y; o 6,4 1 HimeyunHa BHECEeHO A0 [HCTpyKUii ans
cycneHsii y donakoHi 10 (BUPOGHUK, MeAUYHOro 3acToCyBaHHS

m; no 1 conakoHy B
KapTOHHI navui; no 23 1
cycneHsii y dpnakoHi 25
m; no 1 conakoHy B
KapPTOHHI/ nauLyj

BiANOBiAaIbHNIA 3a
BUNYCK cepil);
Linnna Nimitepg,
IHAis (BUPOBHUK,
BiAnoBiAanbHWiA 3a

nNikapcbKoro 3acoby Ao po3ainy
"®apMakonoriyHi B1acTnsocTi®.
BBefeHHS 3MiH NpOTArom 6-1u
MicsLiB NiCNsA 3aTBEPAXKEHHS.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHMLTBO
Hepo3dacoBaHOl
NpoAyKLii, NnepBuUHHe
Ta BTOPVIHHE
nakyBaHHs)
50. AIOKCUN3O0/b®- po3unH no 50 r abo no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnx | 3a peyenmom UA/8021/01/01
AAPHNUA 100 r y chnakoHax abo "®apmavleBTUYHa "®apmavneBTUYHa marepianis:3miHu | Tuny -

6aHkax, no 1 dpnakoHy
abo 6aHui y nayyj

ipma "OapHuus”

hipma "OapHuus”

BW/IYyYEHHS1 BUPOOHMKA Ajto4oTl
pevoBuHM JligokaiHy rigpoxnopug,
Delta Synthetic Co., Ltd., Taiwan;
3MiHuM | TUNYy: 3MiHK 3 siKocTi. AdPI.
KoHTponb A®I. 3miHa y MeTogax

BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npombKHOro
npoaykTy/peareHty, Lo

BMKOPWCTOBYETLCA Y NPOLIECI

BUPOGHULTBA AP (iHLWI 3MiHK Y
mMeTodax BUNPOo6yBaHHSA
(Bkntovatoum 3amiHy abo

[0MoBHEHHS) AdD| abo
BUWXi4HOrO/MPOMIXHOro NPoAyKTY);
CynyTHS 3MiHa: 3MiHM 3 SKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BVIXiZHWUIA/MPOMDKHWIA
npoAayKT/pearexT, Wwo

BUKOPVCTOBYHOTHCS Y NPOLEC

BMpo6HMLUTBa ADI (iHLWI 3MiHN)

(6.1.6.1. (x),IB), 3miHa y
crneungikavii Ta meTogax
BMNpobyBaHHA Adl, a came
pefakuiiHi NpaBku [0 MOKa3HVIKIB:
«lpeHTundikauisa A»,
«lpaeHTudikauis B»,
«laeHTudikauia C», «Mpo3opicTb
PO3UMHY», «pH PO3UNHY»,
«CynposigHi JOMiLLKn», «Boga»,
«MikpobionoriyHa uncrota,
«KinbKicHe BU3HAYEHHS»,
«3a/IMLLKOBI KifIbKOCTI OpraHivyHnx
pO34nHHKKIB». B MKA ans
BXi]HOrO KOHTPOJIIO BPaxoBaHo
YTOYHEHHS Ha3BM Ailoyol
peyvoBuHM (6e3 3MiHK Aitoyoil
pevoBUHM) BiANOBIAHO A0
€Bponeiicbkoi Papmakonei; 3MiHu
| TUNY - BUTyYEHHSA HE3HAYHOIo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nokasHuKka sIKocTi 3i cneumdikav,i
A®l, a came T. «Baxki MeTasin»;
3MiHU | TUNY - BUNYYEHHSA
HEe3HaYHOro NoKa3HWKa SIKOCTi 3i
cneundikauii A®l, a came T.
«AHOMaJ/IbHa TOKCUYHICTb»
51. AIOPNAH® renb (1000 O4/ryno 40 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/7568/01/01
y Ty6i; no 1 Ty6i B nauLi "Kuvismegnpenapat” "KuiBmegnpenapar" mMartepianis:3MiHu | Tuny - 3MiHK
BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"Oco6nuBoCTi
3acTocyBaHHA"BIANOBIAHO A0
OHOB/EHOT iHthopMaLlii 3 6e3neku
3aCTOCYBaHHS AOMNOMIKHUX
peyoBVH. BBefeHHs 3MiH
npoTarom 6 Micauis nicns
3aTBEPKEHHS
52. EBEPO/IIMYC- Tabnetku no 2,5 mr, no 5 MicTtpan Kenitan AHrNIA nepByHHE, BTOPVHHE IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/17149/01/01
BICTA Tabnetok y 6nictepi; no MeHepKMeHT nakyBaHHs, Yuni mMaTtepianis: 3miHa 3asaBHUKA
6 6nicTepiB y KAPTOHHIN Nimiteq KOHTPO/b SIKOCTI, (BnacHuka peecTpaujiintHoro
Kopoobui BUNYCK cepil: noceifyeHHs)(3rigHo Hakasy MO3
CiHTOH XicnaHis, C. Big 23.07.2015 Ne 460): fitoua
N., Icnanis; pegakuis: TOB «bapmaueBTuyHa
BMPOGHMLTBO, KoMnaHis Bicta», YkpaiHa
nepBuHHE, BTOPUHHE MponoHoBaHa pefakuis: Mictpan
nakyBaHHs: Kenitan MeHnemxmeHT flimiTes,
CiHTOH Yuni N1aa., AHrnis. BBeAeHHs 3MiH NpoTArom
Ynni 6-T1 MicsALIB NicNsa 3aTBEPKEHHS.
53. EBEPO/IIMYC- Tabnetkn no 5 mr, no 5 MicTtpan Kenitan AHrnis nepBrHHE, BTOPVHHE IcnaHisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/17149/01/02
BICTA Tabnetok y 6nictepi; no MeHeKMeHT nakyBaHHs, Yuni mMartepianis: 3mMiHa 3asaBHUKaA
6 6nicTepiB y KApPTOHHIl Nimiten KOHTPO/b AKOCTI, (BnacHvKa peecTpauiiiHoro
Kopobu,i BUNYCK cepil: nocBigyeHHs)(3rigHo Hakasy MO3
CiHTOH XicnaHis, C. Big 23.07.2015 Ne 460): fitoua
N., Icnanis; pepakuis: TOB «dapmaleBTuyHa
BUPOBHMLTBO, KoMnaHisi Bicta», YkpaiHa
nepBUHHe, BTOPUHHE MponoHoBaHa pefakuis: Mictpan
nakyBaHHs: Kenitan MeHnemxmeHT flimites,
CiHTOH Yuni N1aa., AHrNis. BBEAEHHA 3MiH NPOTSArom
Yuni 6-TW MicALiB MiCNsa 3aTBEPMKEHHS.
54. EBEPO/1IMYC- Tabnetku no 10 mr, no 5 MicTtpan Kenitan AHrnisA nepBuUHHe, BTOPUHHE IcnaHis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17149/01/03
BICTA Tabnetok y 6nictepi; no MeHempKMeHT nakyBaHHs, Ynni marepianis: 3MiHa 3asBHUKa
6 6nicTepiB y KapTOHHIi Nimitepn KOHTPO/b AKOCTI, (BnacHvika peecTpadiiHoro
Kopobui BUNYCK cepil: noceifyeHHs)(3rigHo Hakasy MO3
CiHTOH XicnaHisi, C. Big 23.07.2015 Ne 460): fitoua
1., Icnanis; pepakuis: TOB «®apmaueBTuyHa
BMPOGHULTBO, KoMnaHis Bicta», YkpaiHa
nepBUHHE, BTOPUHHE MponoHoBaHa pegakuis: Mictpan
nakyBaHHs: Kenitan MeHemxMeHT JlimiTes,
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Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

KpaiHa

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

55.

EYTUPOKC

TabneTkn no 25 MKr; no

Mepk Xenckea KraA

HimeyunHa

CiHTOH Yuni N1aa.,
Ynni

AHris. BBEAEHHS 3MiH NPOTAroMm

6-TK MicAUIB NicNsA 3aTBEPKEHHS.

56.

EYTUPOKC

25 TabneTok y 6nictepi;
no 2 abo no 4 énicrepu
B KapTOHHI kopo6Lyi

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis:3miHu | Tuny -
BHECEHHS HE3HAYHMX 3MiH B
npouec BupobHuyTea M3,
30kpema: Ha cTagji "Drying”,
BBEJEeHHA [104aTKOBOro
KBasnichikoBaHOro rpaHynsaTopa 3
NceBAOPO3PIMKEHNM LLAPOM
WSG200Pro 3 BignosigHUMu
KpUTEpIiiB NPUAHATHOCTI ANA
napameTpiB npolecy; 3MiHu | Tuny
- BHECEHHS HE3HAYHWX 3MiH B
npouec BupobHuyTea M3,
30kpema: Ha ctagji "Drying”,
BBEJEeHHA [104aTKOBOro
KBasnichikoBaHOro rpaHynsTopa 3
NceBAOPO3PIMKEHNM LLAPOM
HDG400 3 BignoBigH1Mu KpuTepiis
NPUAHATHOCTI 4719 napameTpis
npouecy; 3MiHn | TUMY - BHECEHHS
He3Ha4yHMX 3MiH B npoLiec
BMpOGHUMLTBA 13, 30Kpema: Ha
cTagji "Granulation" BBefieHHs
[0[aTKOBOro KBanigikoBaHoro
rpaHynsTopa 3
NceBAOPO3PIMKEHNM LLAPOM
WSG200Pro 3 BignosigHUMu
KpUTEPISMN NPUIAHATHOCTI ANA
napameTpiB npowecy; 3MiHu | Tuny
- BHECEHHS HE3HAYHWX 3MiH B
npouec BupobHuyTea M3,
30kpema: Ha ctagji "Granulation”
BBEJEeHHA [104aTKOBOro
KBasnichikoBaHOro rpaHynsaTopa 3
NceBAOPO3PIMKEHNM LLAPOM
HDG400 3 BignosigHVMn
KpUTEPISMN NPUIAHATHOCTI ANA
napameTpis npoLiecy

3a peyernmom

UA/8388/01/01

Tabnetkn no 50 MKr; no
25 TabneTok y 6nictepi;
no 2 a6o no 4 6nictepu
B KapTOHHIi Kopo6Lyi

Mepk Xenckea KraA

Himeyunna

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu | Tuny -
BHECEHHS He3Ha4YHMX 3MiH B
npouec Bupo6HuLTBa N3,
30kpema: Ha ctagji "Drying",
BBE/leHHs [j04aTKOBOIo
KBanicpikoBaHOro rpaHynatTopa 3

3a peyenmom

NnceBAOPO3PIIKEHNM LLIAPOM

UA/8388/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

WSG200Pro 3 BignoBigHUMM
KpUTEpIiB NPUAHATHOCTI ANs
napameTpiB npoLecy; 3MiHu | Tuny
- BHECEHHS HEe3HAYHWX 3MiH B
npouec BupobHuyTea M3,
30kpema: Ha ctagji "Drying",
BBEJIeHHA [104aTKOBOro
KBanicpikoBaHOro rpaHynsatTopa 3
NceBAOPO3PIIKEHNM LLIAPOM
HDG400 3 BigNOBIgHUMY KpUTEPIiB
NPUAHSATHOCTI 4719 NapaMeTpiB
npotecy; 3MiHu | TUNY - BHECEHHSA
He3HauHMX 3MiH B npoLiec
BMpOGHUMLTBA 13, 30Kkpema: Ha
cTagii "Granulation" BBeAeHHSA
[04aTKOBOro kBasnichikoBaHOro
rpaHynsaTopa 3
NceBAOPO3PIIKEHNM LLIAPOM
WSG200Pro 3 BignoBigHUMM
KpUTEPISiMU NPUAHATHOCTI ANs
napameTpiB npoLecy; 3MiHu | Tuny
- BHECEHHS HEe3HAYHWX 3MiH B
npovec BupobHuyTea M3,
30Kpema: Ha cTagji "Granulation"
BBEJIeHHA [104aTKOBOro
KBanicpikoBaHOro rpaHynsatTopa 3
NceBAOPO3PIIKEHNM LLIAPOM
HDG400 3 BignoBigH1Mn
KpUTEpISiMU NPUAHATHOCTI ANs
napameTpiB npovecy

57.

EYTUPOKC

TabneTkn No 75 Mkr; no
25 TabneTtok y 6nictepi;
no 2 a6o no 4 6nictepu
B KapTOHHIi kopo6ui

Mepk Xenckea KlraA

HimeuunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis:3MiHu | Tuny -
BHECEHHS HE3HAYHMX 3MiH B
npouec BupobHuyTea M3,
30kpema: Ha ctagji "Drying",
BBE/lEHHS A0AATKOBOrO
KBaslichikoBaHOro rpaHynsaTopa 3
NceBA0PO3PIMKEHNM LLIAPOM
WSG200Pro 3 BignosigHumu
KpUTEpIiB NPUAHATHOCTI ANs
napameTpiB npovecy; 3miHu | Tuny
- BHECEHHS! HE3HAYHWX 3MiH B
npouec BupobHuyTea M3,
30kpema: Ha ctagji "Drying",
BBE/lEHHS A0AATKOBOrO
KBaslichikoBaHOro rpaHynsaTopa 3
NceBA0PO3PIMKEHNM LLIAPOM
HDG400 3 BignNoBigHUMY KpUTEPIiB

3a peyernmom

UA/8388/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

58.

EYTUPOKC

NPUAHATHOCTI 4719 napaMeTpiB
npouecy; 3MiHn | TUMY - BHECEHHSA
He3Ha4yHMX 3MiH B npouec
BMpOGHMLTBA /13, 30Kkpema: Ha
cTagji "Granulation" BBefieHHS
[0[aTKOBOro kBanigikoBaHoro
rpaHynstopa 3
NceBA0PO3PIMKEHNM LLIAPOM
WSG200Pro 3 BignosigHumu
KpUTEPISMUN NPUAHATHOCTI ANA
napameTpiB npoecy; 3miHu | Tuny
- BHECEHHS HE3HAYHUX 3MiH B
npouec BupobHuyTea M3,
30kpema: Ha ctagji "Granulation"”
BBE/lEHHS A0AATKOBOrO
KBaUlichikoBaHOro rpaHynsaTopa 3
NceBAOPO3PIMKEHNM LLIAPOM
HDG400 3 BignosigHumu
KpUTEPISMN NPUAHATHOCTI ANA
napameTpiB npoLiecy

Tabnetkn no 100 mkr; no
25 TabneTok y 6nictepi;
no 2 abo no 4 énicrepu
B KapTOHHI kopo6Lyi

Mepk Xenckea KraA

HimeyunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:3miHu | Tuny -
BHECEHHS HE3HAYHMX 3MiH B
npouec BupobHuyTea M3,
30kpema: Ha cTagji "Drying”,
BBEJEeHHA [104aTKOBOro
KBasnichikoBaHOro rpaHynsaTopa 3
NceBAOPO3PIMKEHNM LLAPOM
WSG200Pro 3 BignosigHUMu
KpuUTEpIiiB NPUAHATHOCTI ANA
napameTpiB npolecy; 3MiHu | Tuny
- BHECEHHS HE3HAYHWX 3MiH B
npouec BupobHuyTea M3,
30kpema: Ha cTagji "Drying”,
BBEJEeHHA [104aTKOBOro
KBasnichikoBaHOro rpaHynsaTopa 3
NceBAOPO3PIMKEHNM LLAPOM
HDG400 3 BignoBigHUMK KpuTepiis
NPUAHATHOCTI 4719 napaMeTpis
npouecy; 3MiHn | TUMY - BHECEHHS
He3Ha4yHMX 3MiH B npoLiec
BMpOGHMLTBA 13, 30Kpema: Ha
cTagji "Granulation" BBefieHHs
[0[aTKOBOro KBanigikoBaHoro
rpaHynsTopa 3
NceBA0PO3PIMKEHNM LLAPOM

WSG200Pro 3 BignosigHUMu

KpUTEPISMWN NPUAHATHOCTI ANs

3a peyernmom

UA/8388/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

napameTpiB npowecy; 3MiHu | Tuny
- BHECEHHS HE3HAYHWX 3MiH B
npouec sBupobHuyTea M3,
30kpema: Ha ctagii "Granulation”
BBEJEeHHA 104aTKOBOro
KBanicpikoBaHOro rpaHynsaTopa 3
NCceBA0PO3PIMKEHNM LLAPOM
HDG400 3 BignosigHMun
KpUTEPISMU NPUAHATHOCTI ANA
napameTpis npoLiecy

59.

EYTUPOKC

Tabnetku no 125 mkr; no
25 TabneTok y 6nictepi;
no 2 a6o no 4 6nictepu
B KapTOHHI Kopo6Lyi

Mepk Xenckea KlraA

HimeyunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis:3minu | Tuny -
BHECEHHS HE3HaYHNX 3MiH B
npouec Bupo6HuLTBa N3,
30kpema: Ha ctagji "Drying",
BBE/IeHHs [0aTKOBOIo
KBanicpikoBaHOro rpaHynaTopa 3
NceBAOPO3PIIKEHNM LLIAPOM
WSG200Pro 3 BignoBigHUMM
KpUTEpIiB NPUAHATHOCTI ANs
napameTpiB npouecy; 3MiHu | Tuny
- BHECEHHS HE3HAYHWX 3MiH B
npouec Bupo6HuLTBa N3,
30kpema: Ha ctagji "Drying",
BBE/IEHHs [04aTKOBOIo
KBanicpikoBaHoro rpaHynatTopa 3
NceBAOPO3PIMKEHNM LLIAPOM
HDG400 3 BigNoOBIigHUMY KpUTEPIiB
NPUAHSATHOCTI 4719 napaMeTpiB
npotecy; 3MiHu | TUMY - BHECEHHSA
He3HauHMX 3MiH B npoLiec
BUpo6HMUTBA /13, 30Kpema: Ha
cTagii "Granulation" BBeAeHHS
[04aTKOBOro kBanichikoBaHOro
rpaHynsaropa 3
NceBAOPO3PIMKEHNM LLIAPOM
WSG200Pro 3 BignoBigHUMM
KpUTEpISiMU NPUIAHATHOCTI ANs
napameTpiB npouecy; 3MiHu | Tuny
- BHECEHHS HEe3HAYHWX 3MiH B
npouec Bupo6HuLTBa N3,
30Kpema: Ha cTagji "Granulation"
BBE/IeHHs [0aTKOBOIo
KBanicpikoBaHoro rpaHynatTopa 3
NceBAOPO3PIIKEHNM LLIAPOM
HDG400 3 BignoBigH1Mmn
KpUTEPISiM1 NPUIAHATHOCTI Ans

3a peyenmom

UA/8388/01/05
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

napameTpiB npouecy

60.

EYTUPOKC

Tabnetku no 150 MKr; no
25 TabneTok y 6nictepi;
no 2 a6o no 4 6nictepu
B KapTOHHIi Kopo6Lyi

Mepk Xenckea KlraA

HimeyunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis:3minu | Tuny -
BHECEHHS HE3HaYHNX 3MiH B
npouec Bupo6HuuTea N3,
30kpema: Ha ctagji "Drying",
BBE/IEHHs [04aTKOBOIo
KBanicpikoBaHoro rpaHynatTopa 3
NceBAOPO3PIMKEHNM LLIAPOM
WSG200Pro 3 BignoBigHUMM
KpUTEpIiB NPUAHATHOCTI ANs
napameTpiB npouecy; 3MiHu | Tuny
- BHECEHHS HEe3HAYHWX 3MiH B
npouec Bupo6HuLTBa N3,
30kpema: Ha ctagji "Drying",
BBE/IeHHs [0aTKOBOIo
KBanicpikoBaHOro rpaHynaTopa 3
NceBAOPO3PIIKEHNM LLIAPOM
HDG400 3 BigNoOBIigHUMY KpUTEPIiB
NPUAHSATHOCTI 4719 napaMeTpiB
npotecy; 3MiHu | TUMY - BHECEHHSA
He3HauHMX 3MiH B npoLiec
BUpo6HMUTBa /13, 30Kpema: Ha
cTagii "Granulation" BBeAeHHS
[0[aTKOBOro kBasnichikoBaHOro
rpaHynsaropa 3
NceBAOPO3PIMKEHNM LLIAPOM
WSG200Pro 3 BignoBigHUMM
KpUTEpISiMU NPUIAHATHOCTI ANs
napameTpiB npouecy; 3MiHu | Tuny
- BHECEHHS HE3HAYHWX 3MiH B
npouec Bupo6HuLTBa N3,
30Kpema: Ha cTagji "Granulation"
BBE/IeHHs [0aTKOBOIo
KBanicpikoBaHoro rpaHynatTopa 3
NceBAOPO3PIMKEHNM LLIAPOM
HDG400 3 BignoBigH1Mmn
KpUTEpISiMU NPUIAHATHOCTI ANs
napameTpiB npouecy

3a peyenmom

UA/8388/01/06

61.

IKEPBUC®

Kpansi o4Hi, emynbcis, 1
mr/mn; Ne 30 (5x6): no
0,3 Mn B THOOMK-

CaHTteH AT

DiHNaHaia

Brpo6HMUTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHE Ta

PpaHuia/
PiHNAHAIA

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis: 3mMiHu | Tuny - 3MiHK 3
sikocTi. CepTudikat

KpanesnbHuui ans BTOPVHHE BignosigHocTI/lE-cepTudpikar

O HOKpaTHOro nakyBaHHs, BUMYCK BiANOBIAHOCTI EBpONechbkili
3acTocyBaHHs; no 5 cepii: thapmaxonei/moHorpadii.
THOOMK-KpanenbHNULb y EKCENbBDKEH, MoaaHHA HOBOro abo OHOB/IEHOTO
namiHoBaHoOMy PpaHuis; cepTudikaTa BignoBigHocTi abo

3a peyenmom

UA/17100/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

aIloMiHIEBOMY MakeTi;
no 6 nNakeTiB y KAPTOHHIl
KopoobLi

Bunyck cepii:
CaHTeH AT,
PiHNAHAIS;

BTopuHHe
nakyBaHHS:
CEPBIMNAK,

®paHuisa

BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: ana A®l; gns

BMXiAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS

y BUpO6HNLTBI ADI; ans

[0MNOMDKHOT peYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) -
OHOBNEeHWi cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONeichbkili
Papmakonei Ne R1-CEP 1999-
034-Rev 05 (3aTBEepaxeHo: R1-
CEP 1999-034-Rev 04) gns A®l
LIMKNOCMNOPUWHY Bif, BXe
3aTBEPAKEHOrO BUPOOHMKA
EUTICALS S.p.A., ltaly, skuii
3MiHMB Ha3By Ha AMRI Italy S.r.l.,
Italy; 3miHm | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby

(3amiHa abo foaaBaHHSA

BMPOGHMKa, Lo BiAMNoBiAae 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
He Bkntovatoum
KOHTPO/b/BUNPOBYBaHHSA cepil -
3MiHa MiCLie3HaXOMKEHHS
BMpOGHMKa CaHTeH AT,
PiHNAHAIA, WO BigNOBIgaE 3a
BWMNYCK cepii. 3MiHN BHECEHO B
IHCTPYKLilO ANS MeanyHOro
3aCTOCyBaHHSA LWOA0
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHMMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefieHHs 3MiH NpOTSArom
6-TW MicALIB Nic/ia 3aTBEPMKEHHS

62.

IKEPBNC®

Kpanni o4Hi, emynbceis, 1
mr/mn; Ne 30 (5x6): no
0,3 MmN B TIO6KK-
KpanenbHuLi Ana
OfJHOKPATHOro
3acToCyBaHHs; No 5

CaHTeH AT

PiHNAHAIA

EkcenbBixeH,
®paHuia
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHA Ta

PpaHuia/
PiHNAHAIA

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis:3minu Il Tuny -
PO3LUMPEHHS BUMOT Y
cneundikaLii Ha TepMiH
npuaaTHOCTI 3a NOKa3HUKOM
«KinbKicHe BU3HAYEHHS.

3a peyenmom

UA/17100/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TIOBVK-KpanenbHuLb y BTOPUHHE Linknocnopury»
namiHoBaHoOMy nakyBaHHs1, BUNYCK Kpim Lboro, BUpo6HMKOM 6yno
a/IlOMiHIEBOMY NakeTi; cepiin); CaHTeH AT, OHOB/IEHO po3gin 3.2.P.8.3 woao
no 6 nakeTiB y KAPTOHHIl ®iHNAHZiA (BUMYyCK BK/TIOYEHHS AaHNX AOCIMKEHHS
KopoobLi cepiii); Cepginak, ons 18 ta 24 micauiB gns cepii
®paHuia (BTOpYHHE 9E45 Ta 9E46. [logatkoBo
nakyBaHHs1) BHOCATbLCA BUNpaBneHHsa B MKA
N3 po cneuudpikauii Ha BUNYyCK 3a
NokKasHNKoM «OAHOPIAHICTb
[1030BaHNX OANHULIb» 3
npuBeAEeHHAM [0 OpUriHaU1bHOT
[OKyMeHTaLii BUpo6HUKa, a came:
3anponoHoBaHo: Bignosigae
Bumoram Eur. Ph. 2.9.40
63. INAPIC MOPOLLOK A/19 PO3UNHY HosapTic ®apma Al LLisefuapis BMPOGHMLTBO, LLseiuapis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/14525/01/01
Ans iH ekuin no 150 wr; KOHTPO/b AKOCTI, ®paHuis matepianis: 3miHu Il Tuny - 3miHKn

1 dhnakoH 3 NOPOLLKOM Yy
Kopobui; 1 dnakoH 3
MOPOLLKOM Yy KOpo6Lj; Mo
4 Kopobku B navui

nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUNYCK
cepi:
HoBapTic ®apma
LTeliH AT,
LLiBeiiLapis;
KOHTPO/b AKOCTI:
[endhapm XtoHiHr
CAC, ®paHLuis;
6ioaHanis:
HoBapTic ®apma Al
LBeiiLapis

ofo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHNX MOKa3aHHSX
(hopaBaHHs HOBOTO
TepaneBTUYHOro NoKa3aHHS abo
3MiHa Y 3aTBepAKEeHOMY
nokasaHHi) - 3MiHM BHECEHO [0
IHCTPYKLii 4Nna MegnyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
[0 po3ainy "MNokasaHHsA" Ta sK
Hacnif oK OHOBMEHHS iHdhopMaLii B
po3ginax "dapMakonoriyHi
BnacTmsocTi”, "Oco6mMBOCTI
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta go3u", "Mo6iyHi
peaxuii”. BBeeHHS 3MiH NPOTAroM
6 micauis nicns 3aTBepAKeHHS.
3Mminu Il Tuny - 3MiHK WoAao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHNX MOKa3aHHSX
(hofaBaHHs HOBOTO
TepaneBTUYHOro NoKa3aHHS abo
3MiHa Y 3aTBepAKeHOMY
nokasaHHi) - 3MiHM BHECEHO [0
po3gainy "MokasaHHs", a came
[OMOBHEHO HOBE NOKa3aHHS
«MepiognyHni cuHApPOM,
noB’si3aHnii 3 peLenTopom
chakTopa Hekposy nyxnnH (TRAP-
cuHapom). CuHapoM
rinepimyHorno6yniHemii D (HID-
cuHapom) / gediunty
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

meBasioHaTkiHasn (MKD).CimeliHa
cepef3eMHOMOPChKa IMXOMaHKa
(FMF). Cnig, 3acTocoByBatun y
NOEAHAHHI 3 KONXILMHOM Yy pasi
noTpe6éun.» Ta K HacnifokK
OHOBJ/IEHHS iH(hopMaL,ii B po3ginax
"®apmakonorivyHi BnacTmeBocTi”,
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3u",
"[itn", "Mo6iuHi peakwyji”.
BBeneHHA 3MiH NpoTArom 6
MicsLiB NiCNsA 3aTBEPAYKEHHS.
3minu |l Tuny - 3MiHn WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MEJMNYHOr0o 3aCTOCYBaHHSA y
3B’A13KY i3 HOBUMM AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
JaHyMK Ta AaHumn 3
thapmakoHarnagy - 3MiHU BHECEHO
[0 IHCTPYKLIT 4na MegnyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
B/1ACTMBOCTI" (YTOUHEHHS
iHchopmawuii Ta pegaryBaHHS
TeKcTy), "lMNokasaHHA" (YTOYHEHHS
iHchopmawuii Ta pegaryBaHHs
TekcTy), "Cnocib 3acTocyBaHHs Ta
[03un" (yToUuHeHHs iHdhopMaii Ta
pefaryBaHHs TekcTy), "MobiyHi
peakuii”. BBeeHHS 3MiH NPOTArOM
6 MicALiB Nic/1a 3aTBEPAKEHHS.

64.

IMYHOBIP-
340POB'S

cupon, 50 mr/mn, no 100
mn a6o 200 mny
donakoHi 3i ckna abo y
chnakoHi noniMepHomy;
no 1 donakoHy 3i
CTakaHOM MipHWiA y
Kopobui

ToBapucTBo 3
o6MexeHo
BiANOBiAA/IbHICTIO
"GapmaueBTuyHa
KomnaHisa "3gopos'a”

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAANBLHICTIO
"PapmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:BUNpaB/ieHHs
TEeXHIYHUX MOMWUSIOK, 3rigHO N.2.4.4
po3giny VI Hakazy MO3 YkpaiHu
Bif 26.08.2005p. Ne 426 (y
pepakuii Hakasy MO3 YkpaiHu Bif,
23.07.2015 p Ne 460): gonyweHa
npv NpoBefEeHHI npouesypu
peecTpadii, sika 3aTBepxeHa
Haka3om MO3 Ykpainu Big,
01.06.2020 Ne 1285, a came: B
MKSA B po3gini «Cknag»
JonyuieHa nomusaka

3a peyenmom

UA/18141/01/01

65.

IHNITA

TabneTkn, BKpUTI

MNPAN3EP

CLUA

Mdpaiizep

HimeyuynHa

BHECEHHS! 3MiH 10 peecTpaLiiHnxX

3a peyenmom

UA/14080/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NAiBKOBOK 060/IOHKOHO,
no 1 mr; no 14 TabneTtok
y 6nicTepi; no 2 a6o no
4 6nicTepn B KApTOHHI
KopoobLi

ENY.CLII.
KOPMOPEWILLH

MeHtochekuypuHr
[oiuneng Tm6X

mMarepianis:3miHu | TMny - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MEJUYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Mo6ivHi peakui” BignosigHO A0
OHOB/IEHOI 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby. BBeaeHHs
3MiH NpoTArom 3-x micsAuiB nicns
3aTBEPAXKEHHS
3MiHM |l TRy - 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3acToCyBaHHSA NikapCcbKoro 3acoby
[0 po3ginis "OcobnusocTi
3acTocyBaHHsA", "B3aemogis 3
HLIMMK NikapcbkMK 3acobamm
abo iHWi BMAy B3aemogii" Ta
"Mo6ivHi peakuii” BignosigHO A0
maTepianiB peecTpauiiHoro
[oCbe. BBeAeHHS 3MiH NpOTArom
3-x MicsLiB NicNs 3aTBEP)KEHHS;
3MiHM Il TUny - 3MiHW BHECEHO [0
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giny "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar” BiAnoBigHO A0 MaTepianis
peecTpaujiiiHoro Aocke. BBeaeHHs
3MiH npoTarom 3-x Micauis nicns
3aTBEPAKEHHSA

66.

IHAITA

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 5 mr; no 14 tabneTtok
y 6nicTepi; no 2 a6o no
4 6nicTepn B KApTOHHI
Kopobui

MOAV3EP
ENY.CLII.
KOPMOPEWILLH

CLUA

Mdpaiizep
MeHtochekuypuHr
[Loiuneng Tm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii” BignosigHO A0
OHOB/IEHOI 6e3Mnekn 3acTocyBaHHA
nikapcbKoro 3acoby. BBeaeHHs
3MiH NpoTArom 3-x micsAuis nicns
3aTBEPMKEHHS
3MiHM Il TUMy - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguuHoro
3acToCyBaHHS NikapCbKoro 3acoby
[0 posginis "OcobnusocTi
3acTocyBaHHsA", "B3aemogis 3
HLIMMK nikapcbknMKn 3acobamm
abo iHWi BMAW B3aemogiii" Ta
"Mo6iyHi peakuii” BignosigHO A0
marepianis peecTpauiiHoro
Aocbe. BBeAEeHHS 3MiH NPOTArom

3a peyernmom

UA/14080/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3-X MicsLiB MiC/1SA 3aTBEPKEHHS;
3MiHu |l TUNYy - 3MiHW BHECEHO A0
IHCTPYKUii 4na MegnyHoro
3aCTOCYyBaHHS NiKapcbkoro 3acoby
[0 po3giny "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rofyBaHHsA
rpyAAt0" BignoBigHO A0 MaTepianis
peecTpaLljiiiHoro gocbe. BBefeHHs
3MiH NpoTarom 3-x micauis nicns
3aTBEPAKEHHS
67. IHOPAHPUKC™ INB | cycneHsia (DTPa-IPV) nakcoCmiTKnsiAH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/15832/01/01
XIB | INFANRIX™ Ans iv'ekuin no 0,5 mn (1 EkcnopT flimiteq BpuTanis Bionomxikans C.A. marepianis:3miHu | Tuny - 3amiHa
IPV HIB [03a) Ta niodinisar 3aTBepAXeHOT KOMbiHaLii peareHT
KOMBIHOBAHA (Hib); cycneHsia (DTPa- - BIOTMHWBLOBAHI aHTU-MULLIAYi
BAKUUHA And IPV) gns iH'ekuiin no 0,5 thparmeHTn F (ab )- 2 Ta peareHT
MPO®INTAKTUKN mn (1 gosa) y KoH'toroBaHoro 3 HRP komnnekcy
DUNOTEPII, nonepegHsL0 CTpenTaBiguHy Ha nioginizoBaHwii
NPABLA, HanoBHeHOMY peareHT- KOH'loraT aHTU-MuULLaymi
KALLUJTHOKY 0HOPa30BOMY LUMPUL 1gG Kponia 3 NepokcMAa3or XpPoHy
(ALENMIONAPHNIA Nel y kOMMekTi 3 (HRP) ans BM3Ha4eHHs in vitro
KOMMOHEHT), ABOMa rosikamu Ta (meTog ELISA) cneuundivHoi
NONIOMIENITY TA | niodpinizat (Hib) y aKTMBHOCTI ALe/0NSAPHOro
3AXBOPHOBAHDb, onakoHi Nel, wo KaLLoKoBOro aHTureHy (Acellular
36YAHUNKOM 3MILLYHOTECA Nepes, pertussis antigens (Pa)).
AKX € BUKOPUCTAHHAM: no 1 BHECEeHHS TEXHIYHUX 3MiH B
HAEMOPHILUS nonepegHL0 MeTOo/, BK/IoYaoyn ymoBsu
INFLUENZAE TUMY | HanoBHeHOMY NOKPUTTA, HACUYEHHA Ta
B 0fHOPa30BOMY LUNPULY BUSIBMIEHHS cneundivyHol
y KOMMNeKTi 3 ABOMa aKTVMBHOCTI KaLL/IlOKOBOro
ronkamu Ta 1 dpnakoHom aHTureny (coating, saturation and
3 niodpinizatom (Hib) y detection conditions) 6e3 3MiHK
BaKyyMHill CTEpUSbHIl 3aTBEPIXEHNX KPUTEPIIB
ynakosui; no 1 NPUAHATHOCTI. TepMiH BBEAEHHS
BaKyyMHill CTEpUIbHIl 3MiH - uneHb 2022
yNaKoBLi y KAPTOHHii
Kopobui
68. ITOMEA® TabneTku, BKpUTI MPO.MEA.LIC Yecbka BMPOGHULITBO 3a Yecbka BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/11446/01/01
NAiBKOBOK 060/IOHKOHO, Mpara a.c. Pecny6nika NMOBHWUM LMK/IOM: Pecny6nika/ | maTepianis: 3miHu | TUNy - 3MiHK 3
no 50 mr; no 20 MPO.MEA.LIC Cnosaubka AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Tabnetok y 6nictepi, no Mpara a.c., Yecbka Pecny6nika Cucrema
2 abo 5 6nictepiB y Pecnyb6nika; KOHTeliHep/3aKynoptoBasbHWi
KapTOHHI KopobLji abo BMPOGHMLTBO, 3aci6. 3MiHa po3mipy ynakoBku
no 15 TabneTtok y NepBuHHE i roTOBOrO /iKapCbKOro 3acoby
6nictepi, no 1 6nictepy BTOPVIHHE (3MiHa KiNbKOCTi 0ANHUL
Y KapTOHHIll kopoobLi nakyBaHHs: (Hanpuknag TabneTok, amnyn
XBM dapma c.p.o., TOLLLO) B yNakosLi:) - 3miHa nosa
CnoBaLpbka [Aiana3soHOM 3aTBepKeHUx
Pecny6nika; PO3MipiB ynakoBku - BBefeHHs
NepPBUHHE i [0aTKOBOro po3Mipy ynakoBKM -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BTOPWHHE
nakyBaHHS:
KOO®APMA c.p.o.,
Yecbka Pecnybnika

Ne 15 (15 TabneTtok y 6nictepi, no
1 6nicTepy y KapTOHHI kopobu.).
BHeceHHsA 3MiH fo po3giny MKA:
Ynakoska. 3MiHN BHECEHI B
IHCTPYKLi0 ANA MeguyHoro
3acTocyBaHHA /13 y p. "Ynakoska"
AK HaC/MifoK nosiBa AOAATKOBOrO
nakyBaHHS. BBEEHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

69.

KAPBAMASENIH

Tabnetkn no 200 mr Ne
20 (10x2), Ne 50 (10x5)
y bnictepax, Ne 50 y
KOHTeliHepax, no 1
KOHTeliHepy y naJui 3
KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

BXE 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS; BHECEHHS 3MiH 10
po3ainy “MapkyBaHHs” MKA N3:

3anponoHoBaHo: Po3gain
«MapkyBaHHS». 3rigHo
3aTBEPAKEHOrO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby 3 BHeCEHHSIM iHchopmait

LLI0A0 3a3HAYEHHS OAMHULbB

BMMIipIOBaHHSA y cuctemi Sl.

TepMiH BBEEHHS 3MiH: MPOTAroM
6 micauiB 3 JaTn 3aTBEPAKEHHSA

3a peyenmom

UA/8040/01/01

70.

KAPBAMAS3EMNIH

Tabnetku no 200 mr in
bulk Ne 6000: no 6000
Tabnetok y
KOHTeliHepax

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis:3MiHun | Tuny - 3mMiHu
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

BXE 3aTBEpPAKEHOro TEeKCTy
MapKyBaHHS A5 ynakosku in bulk:
Ne 6000: no 6000 TabneTok y
KOHTelHepax (BHeCEeHHs
no3HayYeHb OANHULb

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM

niTep natuHCLKOro andasiTy);

BHECEHHS 3MiH 4,0 po34iny

“MapkyBaHHA" MKHA N13:
3anponoHoBaHo: Po3zin
«MapkyBaHHs». 3rigHo
3aTBEPAKEHOIO TEKCTY

MapkyBaHHS. [1nsa nikapcbkoro

3aco6y y chopwmi in bulk: 3rigHo
3aTBEPAKEHOIO TEKCTY

MapKyBaHHS, L0 A0AAETLCA.

UA/12760/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OHOBJIEHHS TEKCTY MapKyBaHHs
ynakoBKU NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalii Lwoao
3a3HaYeHHs OAUHNLL
BMMIpPIOBaHHSA y cuctemi Sl.
TepMmiH BBELIEHHS 3MiH: MPOTATOM
6 MicsaUiB 3 AaTN 3aTBepPAKEHHS

71.

KAPAYKTAN

TabneTtku, BKPUTI
060/10HKO10, Nno 20 wmr,
no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepis y nayui 3
KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

BXE 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHSA BHECEHHS 3MiH [0
po3ainy “MapkyBaHHs” MKA N3:
3anponoHoBaHo: Po3gain
«MapkyBaHHS». 3rigHo
3aTBEPAKEHOrO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby 3 BHECEHHSIM iHchopMaiT

LLI0A0 3a3HAYEHHS OAMHULbB
BMMIipIOBaHHSA y cuctemi Sl.

TepMiH BBEEHHS 3MiH - NPOTArOM

6 micauis nicns 3aTBepkeHHs

3a peyenmom

UA/4030/01/01

72.

KAPAYKTAN

TabneTku, BKpUTI
060/10HKOI0, M0 20 Mr, in
bulk: no 8000 TabneTok
Y KOHTelHepax
nnacTMacoBux

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:3MiHun | Tuny - 3mMiHu
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

BXE 3aTBEpPAKEHOro TEeKCTy
MapKyBaHHs Ans in bulk: no 8000
TabneTokK y KoHTeliHepax
Nn1acTMacoBmx (BHECEHHS!
no3HayYeHb OANHULb

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
NiTep naTuHCbKOro andgasiTy );

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHA" MKA N13:
3anponoHoBaHo: Po3gin
«MapkyBaHHs». 3rigHo
3aTBEPAKEHOIO TEKCTY

MapKyBaHHS1. 3rigHo
3aTBEPMAKEHOr0 TEKCTY
MapKyBaHHS, WO AOAAETHCA.
OHOB/IEHHS TEKCTY MapKyBaHHSsI
yMakoBKM MikapcbKoro 3acoby 3
BHECEHHAM iHdhopMaLii Wwoao
3a3HaYEeHHs OAUHULL

BMMIiptOBaHHA y cuctemi Sl.

TepMiH BBEAEHHS 3MiH - NPOTATOM

UA/11248/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6 MicALiB nic/ia 3aTBepAKEHHS
73. KBATTPEKC Kancynu no 250 mr no TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/12875/01/01
10 kanicyn y 6nicTepi; no YKPATHA" marepianis:3amiHu | Tuny —
2 6nicTepu y KapTOHHIN BBE/EHHS 40AAaTKOBOrO PO3Mipy
nauui cepii A®I - 600 «r.
3anponoHosaHo: 200, 600 kr;
3MiHU | TUMY — BHECEHHS 3MiH B
npouec BUpo6HuLTBA ADI:
AopasaHHAM Cragii 5.
3MilwyBaHHsA (3a HeobXigHOCTI)
06YMOB/IEHO 36iNbLUEHHAM
po3wmipy cepii A®l; 3minn | TUny -
BHECEHHS 3MiH o p. 3.2.5.6
Cucrema
KOHTeliHep/3aKynoptoBasbHuWi
3aci6, 30Kpema: BBefleHHs HOBOrO
po3Mipy ynakosku ans Adl
®eHibyT - N0 25 Kr y Millkax.
MakyBanbHWin MaTepian He
3MIHMBCS; 3MiHM | TUNY —
3aTBepMKeHHs MeToziB KOHTPOO
AKOCTI Ha JlikapCbkuii 3aci6
KBATTPEKC, kancynu no 250 wmr,
YKPaiHCLKOK MOBOIO
74. KBETUKCO/N TabneTku, BKpUTI 3AT "®apmnira” JNlnToBCcbKka AkTasic /1T4. ManbTa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/13882/01/02
NAiBKOBOK 0O0/IOHKOHO, Pecny6nika mMartepianis:BUNpaBIeHHS
no 100 wmr, no 10 TEeXHIYHOT NOMUSIKN Y PO34ini
Tabnetok y 6nictepi, no "Cneuudikauia” Metogis
3 6nicTepu y KapTOHHIN KOHTPO/H0 siKOCTi /13 3a
nauuj NoKasHUKOM «CynyTHI JOMILLIKN»,
gonyctummnx Mex «Cneuudpikauis
npu BMNycky» Ta «Cneuugikawis
NPOTArOM TEPMiHY NPUAATHOCTI»,
a came 3a3HaveHHs: «byab-aka
laeHTudpikoBaHa fomiwka < 0,2
%». 3a3HauveHe BUNpPaBIEHHSA
Bignosigae marepiasiam
peecTpaLjiiiHoro fockbe
75. KITPYAA® KOHLEHTpaT ans Mepk LWapn i Joym LLIBeliyapis BMPOGHMK Ipnangis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/16209/01/01
po34nHy Ans iHdysii, 25 IAEA TmM6X Hepo3dhacoBaHOl HigepnaHnaun marepianis: 3miHu | TUNY - 3MiHK
Mmr/mn, no 4 mn NPOAYKLT, KOHTPONb / ofo 6esnekun/epekTMBHOCTI Ta
KOHLEHTpaTy Yy th/1aKoHi; SKOCTi Ta Benvka papmakoHarnsgy. 3miHa y
no 1 cpnakoHy 3 TecTyBaHHs BpuTaHis/ KOPOTKIil XapakTepucTuui
npenapaTomM B cTabinbHoCTI, HimeuunHa/ NiKapcbKoro 3acoby, TeKcTi
KapTOHHI KOpoOLyi nepBrHHE Benbris MapKyBaHHs Ta iHCTPYKLii A5

nakysaHHsa: MC1

MeAN4YHOro 3aCTtocyBaHHA Ha
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
IHTepHeLwHn nigcTasi perynspHo

MEX/MC/L, IpnaHgis
(Kapnoy), Ipnangisi;
KOHTPO/1b SIKOCTi Ta
TecTyBaHHSA
cTabinbHocTi: MCL
IHTEepHeLHN
MEX/MC/L, IpnaHgis
(BpiHHi), IpnaHgis;
H.B. OpraHoH,
HigepnaHaw,;
KOHTPO/b AKOCTi Ta
TecTyBaHHSA
CTabiNbHOCTI:
aKTUBHICTb ELISA,
ineHTndikauis 3a
aKkTuBHicTIO ELISA:
KosaHc Jlabopatopi3
Nimiteq (KoBaHc),
Benuka bpuTaHis;
TeCcTyBaHHs
CTabiNbHOCTI:
TecTyBaHHSA
LinicHOCTI 3aKpuUTTS
KOHTEliHepy:
HysicaH MM6X,
HimeuumnHa;
BTOPUHHE
nakyBaHHA Ta
MapKyBaHHs, [03BiN
Ha BUMYCK cepii:
LepiHr-Mnay Na6o
H.B., Benbris

OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpauiiiinii nepiog, abo
SIK pe3ynbTarT OLiHKU 3BITY 3
JocnifxeHb, NpoBeaeHnx
BiANOBIAHO [0 nnaHy
nepiatpnyHux gocnimpkers (PIP)
(3MiHy y3roKeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHVNM OpraHoMm) - 3MiHu
BHECEHO A0 IHCTPYKUIii Ans
MeAUYHOr0o 3aCTOCYBaHHS
nNikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii”, 4ONOBHEHO
iHbopmadieto Wwoao nobivHUxX
peakLiii: Bupa3ska LLUTyHKOBO-
KMLLKOBOTO TPaKTy,
rnomepynoHecput. BeegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. CTabifnbHICTb.
3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi roTOBOro
niKkapcbKoro 3acoby (36iNbLUeHHs
TEepMiHy NpVAATHOCTI FOTOBOTO
nikapcbkoro 3acob6y) - Micns
PO34MHEHHS abo BifHOBNEHHS
(nigTBEPOAXKYETLCA AaHUMMN
peasibHOro yacy) - 36inbLUeHHs
TEePMiHy NpUAATHOCTI
nembponizymaby nicns
po3BefieHHs 3 24 roavH o 96
rofiviH Npu 36epiraHHi B
XON0ANNBHUKY. 6 TOAUH NpK
KIMHaTHIA Temnepartypi
3a/IMLLATHCA HE3MIHHUMMU.
3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAUYHOro 3acTOCYBaHHS
nNikapcbKoro 3acoby A0 po3ainy
"TepMmiH npugaTtHocTi”. BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHSA. 3MiHu Il Tvny -
3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHn y

TepaneBTUYHUX nokasaHHAX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

(hopaBaHHs HOBOTO
TepaneBTUYHOrO NokasaHHA abo
3MiHa y 3aTBepKeHOMY
nokasaHHi) - 3MiHM BHECEHO [0
IHCTPYKLUIT ANnA MeanyHOoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 posginy "lMNokasaHHs"
(3anponoOHOBaHO YTOUHEHHS
nokasaHHs: Pak 3 BUCOKOIO
MiKpocaTesniTHOK HecTabifbHICTHO
ab0o fediunToM MexaHi3mis
penapavji.; a Takox AoA4aBaHHS
iHchopmawii: Bucoka
MikpocaTeniTHa HecTabiNbHICTb
abo feqiunT MexaHismis
penapauji y nauieHTiB 3
KOMOpeKTaIbHM PaKoM.
Mpenapar KitTpyga® nokasaHuii
0715 nepLUoi MiHii Tepanii y
nawieHTiB 3 Hepe3ekTabenbHUM
abo meTacTaTUyHUM
KO/IOPEKTA/TBHAM PaKoMm
(colorectal cancer, CRC) 3
BMCOKOI MiKpocaTeniTHoK
HecTabinbHicTio (MSI-H) abo
nediunToM MexaHi3MiB penapadii
(dMMR).), S Hacnigok, Ao
po3gainis "Cnoci6 3acTtocyBaHHsA Ta
no3n", "Mo6iuHI peakwji”.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS.
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHNX MOKa3aHHSIX
(#opaBaHHA HOBOrO
TepaneBTUYHOTO NokKa3aHHs abo
3MiHa y 3aTBepAKeHOMY
nokasaHHi) - 3MiHM BHeceHo [0
IHCTPYKUIiT AN MeanYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giny "MokasaHHsA"
(3anponoHoBaHo AoAaBaHHsA
nokasaHHs: MN10CKOKNITUHHA
KapuumHoma Lwkipu Mpenapat
KiTpyga® nokasanuii gns
NiKyBaHHA nauieHTis 3
peueamnsytoyoto abo
MeTacTaTU4HOK NJOCKOKMITUHHOK
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapLMHOMOIO LWKipy (cutaneous

squamous cell carcinoma, cSCC),
AKa He NigaaeTbesa XipyprivHomy
Y/ MPOMEHEBOMY JTiKyBaHHI0.), K
Hacnifok, fo po3zinis "Cnoci6
3acTocyBaHHs Ta fo3n", "MobiyHi
peakuii”. BBeeHHS 3MiH NPOTArOM
6-Tn MicAUiB NicNA 3aTBEPKEHHS.
3Minn Il Tuny - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
TepaneBTUYHNX MOKa3aHHSIX
(hopaBaHHS HOBOTO
TepaneBTUYHOrO NokasaHHA abo
3MiHa y 3aTBepKEHOMY
nokasaHHi) - 3MiHM BHECEHO [0
IHCTPYKLUIT ANnA MeanyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 posginy "MNokasaHHs"
(3anponoHoBaHO AoAaBaHHA
rnokasaHHs: Pak 3 BUCOKUM
MyTauiiHUM HaBaHTaXKEHHAM
nyxnuxu Mpenapart KiTpyga®
nokasaHuii ans nikyBaHHs
[0pocnuX Ta fiteli 3
HepesekTabenbHYMK abo
MeTacTaTU4HUMK CONIAHNMU
nyx/vHamu 3 BUCOKUM
MyTauiiHUM HaBaHTaXKEHHAM
(tumor mutational burden-high
(TMB-H)) [? 10 myTauiii Ha 1
Mera6asy (MyT/M6)], wo
niATBEPKEHO BaUTifOBAHUM
TecTtoMm (AvB. po3ain «Cnocié
3aCTOCyBaHHSA Ta [031»), Y AKUX
nporpecyBaHHs crnocTepirasocs
nicns nonepeaHbOoro NiKyBaHHS i
015 AKUX BiACYTHI 3a40BiNbHi
anlbTepHaTUBHI BapiaHTu
NiKyBaHHS1.), K Hacnigok, Ao
po3ainis "Cnocib 3acTocyBaHHS Ta
fosn", "Aitn", "Mo6iuHi peakwyii”.
BBegeHHs 3MiH npoTArom 6-tm
MiCALIB NiCNA 3aTBEPOXKEHHS.
3Minn Il Tuny - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKill XxapakTepuctu,i

NiKapCbKOoro 3acoby, TeKCTi
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

MapKyBaHHS Ta iHCTpyKLUii Ans
MeAUNYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3

SAKOCTi, AOKMIHIYHUMM, KTiHIYHMK
JaHuMK Ta AaHuMK 3
thapmakoHarnsgy - 3MiH1 BHECEHO

00 IHCTPyKUiT AN MeanyHoro

3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giny "Cnoci6 3acTocyBaHHs
Ta f03n" (BHECEHI YTOUHEHHS
040 NiArOTOBKM | BBEAEHHS
nikapcbKoro 3acoby). BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepKeHHA. 3MiHu Il Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKLii AnA
MEJMNYHOTO 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3

AKOCTI, AOKMIHIYHUMM, KIHIYHUMU
JaHuMU Ta AaHuMK 3
hapmakoHarnsgy - 3miHu BHECEHO

00 IHCTPYKUiT ons MeguyHoro

3acToCcyBaHHSA NikapCbKoro 3acoby
[0 po3ginis "lMNoka3zaHHsA" (BHECEHO
YTOUYHEHHS L0 3aCTOCYBaHHSA
[0aTKOBOT CXeMW [03yBaHHA A5
BCiX 3a3Ha4YeHNX NokasaHb),
"Cnoci6 3acTocyBaHHA Ta 4031"
(BHECEHI YTOUYHEHHSA Wo40
peKoMeHA0BaHNX 403 Ta TEPMIHIB
nikyBaHHs). BBegeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

76.

KNAPUTPOMILUVH
AHAHTA

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 250 mr, no 10
TabneTtok y 6nictepi; no
1 6nicTepy B KApTOHHIl
Kopobui

AHaHTa Mepgjikeap
nrg.

Benvka
BpuTanis

ApTypa
dapmacbioTikans
MeT. N14., IHAjN;
KonpaH Nimites,
IHais

IHais

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis:3miHu | Tuny - 3MiHN
BHECEHO [0 iHCTPYKLi Ans
MeAMUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"MNMpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”
BifNoBiAHO A0 OHOB/IEHOT

3a peyenmom

UA/12435/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
iHchopmauii 3 6e3nekn gitovoi
peyoBMHW. BBEAEHHA 3MiH
npotArom 3-x MicauiB nicns
3aTBEPAXKEHHS
77. KNAPUTPOMIUVH TabneTku, BKPUTI AHaHTa Mepgjikeap Benuka ApTypa IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/12435/01/02
AHAHTA N1iBKOBOK 060/IOHKOIO, nrg. BpuTanis dapmacbioTikans marepianis:3miHu | Tuny - 3MiHN
no 500 mr, no 10 MeT. N14., IHAiN; BHECEHO [0 iHCTPYKLi Ans
Tabnetok y 6nictepi; no KonpaH Nimites, MeAUYHOro 3acToCyBaHHS
1 6nicTepy B KApTOHHIl IHAis nikapcbkoro 3acoby y po3ginu:
Kopobui "MNMpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”
BiMNOBiAHO A0 OHOB/IEHOT
iHbopmauii 3 6e3nekun giroyoi
peyoBuHW. BBeEHHS 3MiH
npoTsArom 3-x MicauiB micas
3aTBEPAXKEHHS
78. KMIBAC 10 TabneTkn, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Ctapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/12971/01/01
N1iBKOBOK 060/I0HKOMO, YKPATHA" mMartepianis:3MiHu | TUny - 3MiHK
no 10 mr; no 10 ofo 6esnekn/edekTMBHOCTI Ta
TabneTtok y 6nictepi; no hapMakoHarnsay - 3mMmiHM BHECEHO
1 a6o 3 abo 9 6nicTepi B TEKCT MapKyBaHHs yrnakoBku Ne
B KapTOHHI nauu,i 10 (10x1) y 6nicTepi wono
HaHeCEHHS N0roTuny «coLjiasibHa
nporpamMa». TepMiH BBEAEHHS
3MiH NpoTArom 6 MicsLiB nicns
3aTBEPAXKEHHS
79. KMIBAC 20 TabneTku, BKpUTI TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/12971/01/02
NNiBKOBOIO 060/I0HKOIO, YKPAIHA" marepianis:3aMiHuW | TUny - 3MiHK
no 20 mr; no 10 o040 6e3nekn/edekTMBHOCTI Ta
Tabnetok y 6nictepi; no hapmakoHarnsgy - 3mMiHM BHeCEHO
1 a6o 3 abo 9 6nicTepis B TEKCT MapKyBaHHs yrnakoBku Ne
B KQPTOHHIN nayu,i 10 (10x1) y 6nicTepi wono
HaHeCeHHs NI0roTuMy «coljasibHa
nporpama». TepMiH BBeAeHHs
3MiH NpOTSIrom 6 MicsiLiB micns
3aTBEPAKEHHS
80. KNIMEH® TabneTtkn, BKPUTI 3eHTiBa, K.C. Yecbka LENb®APM NINNb dpaHuin BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/4856/01/01
060/10HKOI0, 6inoro Pecny6nika CAC marepianis: 3MiHa 3asBHUKa

KONbOpy No 2 Mr +
TabneTkn, BKPUTI

(BnacHvika peecTpadiiHoro
nocBeigyeHHs) (3rigHo Hakaly MO3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

000/I0HKOI0, POXXEBOTO
Konbopy, 2 mr/1 wmr;
KOMGi-ynakoBka Ne 21:
11 TabneTok 6inoro
Konbopy + 10 TabneTok
POXeBOro Konbopy y
6nicTepi 3 KaneHgapHo
Lkas1o0t0; no 1 6nictepy
Y KapTOHHI navui

Bi 23.07.2015 Ne 460): BeeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
hapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pegakuis:
CopiHa /liaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa peakuis:
NMogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBAaXEHOI 0co6H,
BignoBiganbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT
0Cco6M YNoBHOBaXKEHOI 0Cco6YU
3asBHMKa, BiANOBIAaIbHOT 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxoKeHHsI MacTep-
chaiina Ta iioro Homepa. 3miHa
MicLS1 34 ACHEHHS OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnagy.

81.

KO-BANoAIn

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 5 mr/160 mr/12,5 wr;
no 10 TabneTtok y
6nicTepi, no 3 abo no 9
6nictepiB y Kopobui

KPKA, a.4., Hoso
MecTo

CnoBeHisa

KPKA, 4.4., Hoso
MecTo, CnoBeHis
(BMPOGHMLTBO in
bulk, nepsunHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,

CnoBeHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:3miHu | Tuny - 3mMiHu 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHN Y
npoveci BUpobHULITBA FOTOBOTO
niKapcbKoro 3acoby, BKIYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI

3a peyenmom

UA/17875/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HoBo mecTo,
CnoBeHis (KOHTpONb
cepii (Tinbku isnyHi

Ta XiMiuHi meToam
KOHTPO/10);
KeMilicbKi IHCTUTYT,
LieHTp 3a

Banigaujnicke

TEXHONOTIE iH

aHaniTiko (LUBTA),
CnoBeHis (KOHTpONb
cepii (Tinbkn pisnyHi
Ta XiMiuHi meToam
KOHTpO0); JlabeHa
0.0.0., CnoBeHis
(koHTpOsb cepii
(TiNbkM i3nyHi Ta
XiMiuHi MmeToaM
KOHTposto); HN30X
(HauioHanbHi
nab6opaTtopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoBseHis
(koHTpOnb cepii
(TinbKM hiznyHi Ta
XiMiYHi meToaU
KOHTPO/10)

rOTOBOrO J1iKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoueci
BVMPOGHMLTBA) - BHECEHHA 3MiH A0
p. 3.2.P.3.3. Onuc BUpo6GHM1YOro
npoLecy Ta KOHTPOI0 npouecy, a
came: BBOAATLCA fesiKi KopeKLii y
[0CbE

82.

KO-BANoAIN

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 10 mr/160 mr/12,5 wmr;
no 10 Tabnetok y
6nictepi, no 3 a6o no 9
6nicTepis y KOpoobLi

KPKA, a.4., HoBo
MecTo

CnoBeHis

KPKA, a.4., Hoso
mMecTo, CrioBeHis
(BUpPOGHMLTBO iN
bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPONb
cepil (Tinbk gi3nyHi
Ta XimiyHi meToau
KOHTPO/H0);
KeMilicbki IHCTUTYT,
LleHTp 3a
Bavtigaujiicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoBeHis (KOHTPOb
cepil (Tinbk gi3nyHi
Ta XimiyHi meToau
KOHTpOs0); JlabeHa

CnoBeHisi

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis:3MiHu | TUNy - 3MiHM 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHU Y BUPOGHULTBI. 3MiHN Y
npoueci BUpOOHULITBA rOTOBOIO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHLCS MPU BUPOOHULTBI
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci
BUPOGHMLTBA) - BHECEHHS 3MiH 0
p. 3.2.P.3.3. Onuc BUpo6HNYOro
npoLecy Ta KOHTPOJI0 npouecy, a
came: BBefleHHs eTany, Lo
nepesye NOKPUTTIO MIBKOBOK
060/10HKOI0 (BUKOHYETHCSH
nonepeaHe NOKPUTTS HANUIEHHAM
cycneHsii NAiBKOBOro MOKPUTTA Ha
NMOBEPXHI0 HEpPXaBitoyoi cTani
aBTOMATUYHOI MaLLVHW 415
HaHECEeHHSs! MNIBKM, SIka KOHTaKTYe
3 AapamMun TabneTku nig yac

3a peyenmom

UA/17875/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
n.0.0., CnoBeHist npovecy nniBKOBOrO NOKPUTTS)
(koHTpO/b cepii
(Tinbkn isnyHi Ta
XiMiyHi meToan
KOHTpont); HN30X
(HauioHanbHi
nabopartopis 3a
3/paB'e, OKONE iH
XpaHo), CnoseHis
(koHTpOsb cepii
(TiNbkM isnyHi Ta
XiMiuHi meToaM
KOHTPO/0)

83. KO-BANoAln TabneTku, BKPUTI KPKA, a.4., Hoso CnoseHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17875/01/03
N1iBKOBOK 060/TIOHKOIO, MecTo mecTo, CrnoBeHis marepianis:3miHu | Tuny - 3miHn 3
no 10 mr/160 mr/25 wr; (BUpPOGHMLTBO in SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
no 10 TabneTtok y bulk, nepsuHHe Ta 3MiHV Y BUPOBHULTBI. 3MiHN Y
6nictepi, no 3 abo no 9 BTOPVIHHE npoueci BUPOBHULITBA FOTOBOrO
6nicTepiB y Kopobui nakyBaHHs, nNikapcbKoro 3acoby, BKIoYa4n

KOHTPO/b Ta BUMYCK NPOMIKHUIA NPOAYKT, L0
cepii); KPKA, a.4., 3aCTOCOBYETLCS MPY BUPOOHULITBI
HoBo mecTo, roTOBOrO /iKapCbKOro 3acoby
CnoBeHis (KOHTpONb (He3HauyHa 3MiHa y npoueci
cepii (Tinbkn pisnyHi BVMPOGHMLTBA) - BHECEHHS 3MiH A0
Ta XimiyHi MmeToau p. 3.2.P.3.3. Onuc BUpo6HM1YOro
KOHTPO/I0); npoLecy Ta KOHTPO/I0 npouecy, a
KeMiincbKi iHCTUTYT, came: BBeeHHA eTany, Wwo
LleHTp 3a nepefye NOKPUTTIO MNIBKOBOKO
Banigaujicke 060/10HKOI0 (BMKOHYETbLCSA
TEXHONOTIE iH nonepeaHe NOKPUTTA HaMNUIEHHAM
aHaniTiko (LUBTA), cycneHsii NMiBKOBOro MOKPUTTSA Ha
CnoBeHis (KOHTpONb NOBEPXHI0 HepXaBitoyoi cTani
cepii (Tinbkn pisnyHi aBTOMATUYHOI MaLLUVHW /1A
Ta XiMivHi meToam HaHeCeHHs MNIBKKM, sika KOHTaKTye
KOHTpOt0); JlabeHa 3 Agpamu TabneTku nig yac
4.0.0., CnoeeHist npoLecy nniBKOBOrO NOKPUTTS)
(koHTpoOsb cepii
(TiNbKM isnyHi Ta
XiMiYHi meToan
KOHTposto); HN30X
(HauioHanbHi
nabopaTtopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoBeHis
(koHTpOnb cepii
(Tinbkn dpisnyHi Ta
XiMiYHi meToau
KOHTPO/0)
84. KOAEIHY ®OC®AT | KpucTaniyHuii nopoLLoK CaHeka Cnosaubka CaHeka CnoBaubka BHECEHHS! 3MiH 10 peecTpaLiiHnxX - UA/15945/01/01

115




n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

FEMITIAPAT

(cybeTaHuis) y
noaBiliHMX
nonieTUIEHOBUX MilLiKax
ans hapmauesTnuHoro
3aCTOCYBaHHSA

dapmacbloTikans
a.c.

Pecny6nika

dapmacbloTikans
a.c.

Pecny6nika

marepianis:3miHu | Tuny - nogaHHA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei Ne R1-CEP 2007-
023-Rev 05 Ak HacNigok 3miHW y
cneuudikaLii Ta MeToAj KOHTPOO
3a NOKa3HMKOM «laeHTudikawis»;
3MiHM Y METO/j KOHTPOJIO 3a
nokasHukom «CynposigHi
OOMILLKM»; 3MiHW Y MeTOogj
KOHTPO/IO 3@ MOKa3HNKOM
«3aNLLIKOBI PO3UNHHUKUN;
npviBeEeHHA po3ainy «YnakoBKax»
y BignosigHicTb o CEP

85.

KONTOMAK® M

PO34MH HaLLKipHWiA 167,0
mr/r, no 10 mn y
dhnakoHi, no 1 dpnakoHy
Y KapTOHHIl kopoobLi

ANEKCO®APM 'MBX

nTg

Cnony4yeHe
KoponiscTBO

dapmanabop-
MpoayTtoc
dapmacbHoTikoc,
C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
ofo 6e3snekun/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa

KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasbHOT
3a thapmakoHarnag. 3miHa micus

3[iICHEHHST OCHOBHOT Aisi/IbHOCTI 3

thapmakoHarnsgy. 3miHa
MiCLie3HaxoKeHHs1 MacTep-
dhaiina cuctemum chapmakoHarnsgy

6e3 peyenma

UA/17397/01/01

86.

KOPBANON®

Kpanni opasibHi, no 25
a60 no 50 mn y chnakoHi
3 NpobKoto-
KpanenbHuLeto; no 1
dhnakoHy B nauui 3
KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis:3MiHum | Tuny - 3miHa
Has3BW i OPUANYHOT agpecn
BMpOGHMKa AP| ETnnoBsuii edip -
6pomizoBaniepiaHOBOI KACOTH;
3anponoHOBaHoO:

25 mn — 6e3
peyenma, 50
M1 — 3a
peyenmom

UA/2554/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AT «®apmak», YkpaiHa YkpaiHa,
04080, m. Kuis, ByNn. Kupuniscbka,
74; 3miHn | TUNY - BBEAEHHSA
[04aTKOBOro po3Mipy cepiit M3,
30kpema: - 2750 n (110 Tuc.
dnakoHiB no 25 mn, 55 Tuc.
dhnakoHis no 50 mn); - ans in bulk
no 300 n, 350 n, 500 n: 2750 n;,
3MiHM | TUNY - 3MiHa NepioANYHOCTI
N3 3a nokasHKom
"Mikpo6ionoriyHa uncrora™:
MiIKPOBIONOTiYHNIA KOHTPOSb
npoBOAMTM BUGIPKOBO: NepLly Ta
KOXHY TPUALATY HacTyrHY Cepito B
piK, ane He pigLle ofHOro pasy B
PiK; 3MiHW | TUNY - BHECEHHS 3MiH
[10 PO3Mipy NepBYHHOI yNnakoBku, a
came: 3MIHIOETbCS TOBLUMHA AHa
KPWILLIKM 3aKyNnOoprBasIbHO-
HarsuHyyBaUibHOI 3 1,35 + 0,15 mm
Ha 1,5 £ 0,1 MmM. BunyyeHHs 3i
cneumdikauii Ha KpULKy
HOPMYBaHHS 3a NOKasHUKaMu
"Po3mipun" Ta "Maca" Ta 3a3HaunTu
NoCW/IaHHA Ha BiANOBIAHICTb
KpecneHHo BUPOGHUKa

87.

KOPBANON®

Kpanni opasibHi, in bulk:
no 300 n, abo 350 n,
a6o 500 ny
KOHTeliHepax

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3amiHa
Ha3BW | OPUANYHOT agpecu
BMpo6HMKa AP| ETnnosuii edip -
6pomi3oBasiepiaHOBOT KMCIOTH;
3anponoHOBaHO:

AT «Papmak», YkpaiHa YkpaiHa,
04080, m. Kuis, Byn. Kupuniscbka,
74; 3MiHu | TUNY - BBEAEHHSA
[04aTKOBOro po3Mipy cepinn M3,
30kpema: - 2750 n (110 Tuc.
donakoHis no 25 mn, 55 Tuc.
dhnakoHis no 50 mn); - gns in bulk
no 300 n, 350 51, 500 n: 2750 n;
3MiHK | TUNy - 3MiHa NepioAnYHOCTI
N3 3a nokasHWKOM
"MikpobionoriyHa uncrora™:
MiKpOG6i0N0riYHUIA KOHTPOb
npoBOAMTM BMBIPKOBO: NepLLy Ta
KOXHY TPUALATY HACTYMHY Cepito B
piK, ane He pigwe ogHoro pasy B
PiK; 3MiHW | TUNY - BHECEHHS 3MiH
[0 PO3Mipy NepBVHHOI yNnakoBkK, a

UA/7843/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
camMe: 3MiHIOETbCA TOBLUMHA [Ha
KPYILLKM 3aKynoproBasibHO-
HarsuH4yyBaUibHOI 3 1,35 + 0,15 mm
Ha 1,5 + 0,1 MM. BunyueHHs 3i
cneumaikalii Ha KpuLLKy
HOPMYBaHHSA 3a NokasHuKamu
"Po3mipn” Ta "Maca" Ta 3a3HauuTu
nocuIaHHA Ha BiANOBIAHICTb
KPEC/IEHHIO BUPOGHMKa
88. KoconTt Kpanni O4Hi, pO34H; Mo CaHTteH AT DiHNAHAA Na6opaTopii Mepk PpaHuis/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/12581/01/01
5 My ni1acTUkoBomy LWapn i Joym AnoHisi/ MaTepianis: 3miHu | TUny - 3MiHK 3
chnakoHi Tuny OkymeTp LLn6pe, ®paHuis; Higepnangn | sakocTi. FOTOBWiIA Nikapcbkuii 3aci6.
Mnoc® abo Ginomy anbTepHaTUBHWIA / 3MiHu y BUPOGHMLTBI. 3MiHa
HaniBnpo3opomy BUPOBHUK, PiHNAHAIA iMnopTepa/3miHu, Lo CTOCYHTbCA

N1acTMKOBOMY (D/1aKOHI
Tuny 6 3 6inoto
KpuLLKoto; No 1 chnakoHy
B KapTOHili KOpoobLi

BiANOBIAa/IbHNIA 3a
BMPOGHMLITBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
CaHTeH
dapmacbTukanc Ko.,
Nita Hoto MnaHT,
AnoHis;
anbTepHaTUBHWIA
BUPOBHUK,
BiANOBIAa/IbHNIA 3a
KOHTPO/b AKOCTI:
CaHTeH
dapmacbtoTikan Ko,
Nitg, Cira MnaHT,
AnoHis;
aNbTepHATUBHMN
BMPOGHUK,
BiANoBigabHUIA 3a
BTOPWHHE
nakyBaHHS:
MaHyakTypiHr
MaxkariHr ®apmaka
(MMNo) B.B.,
HigepnaHaw;
aNlbTepHATUBHMN
BMPOGHUK,
BiANoBigabHUIA 3a
BWMNYCK Cepil:
CaHteH AT,
PiHnaHaia

BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHs AifibHUL,
Ha SKii 34jCHI0ETbCSA
KOHTPO/b/BMNPOGYBaHHS cepil)
BBEJEeHHA [104aTKOBOro
BMPO6HUMKa CaHTeH
dapmacsbtoTikan Ko, /Ita, Cira
MnaHT, BigNoBIAa/ILHOIO 3a
KOHTPO/b AKOCTi. BBEAEHHSA 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHst BUPOOHMYOT AibHNL,
(Bkntovatoum ginbHuULi ansa Adl,
NPOMIXXHOr0 NPOAYKTY abo
rOTOBOrO /liKapcbKoro 3acoby,
OiNbHUL ANS NPOBEAEHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBeAEHHS KOHTPO/0
cepii) abo nocTayasibHMKa
BVXiJHOTO MaTtepiany, peareHty
ab0 AONOMDKHOT PeYOBUHU (SIKLLLO
3a3HayYeHo y A0CbE) BUTYUYEHHS
BMPOGHWYOT OYHKLLii BTOPUHHOTO
nakyBaHHS Ta KOHTPOJIt0 SKOCTi Y
BXe 3aTBEpPAKEHOro BUPOGHMKa
CaHTeH AT, ®iHngHgia / Santen
Oy, Finland. BBefeHHs 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPO6GHMUTBI. 3MiHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

iMnopTepa/3aMiHu, L0 CTOCYHOThLCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo goaaBaHHSA AiTbHUL,
Ha SIKih 34jicCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHSA cepil)
BBEEHHSA A0AATKOBOI BUPOOHNYOT
OYHKLT «KOHTPOJIb SAKOCTi» A/1A
BXE 3aTBEP)KEHOro BUPOOHMKA
CaHnTeH ®apmacbkloTukasc Ko.,
Ntp Hoto MnaHT, AnoHisa / Santen
Pharmaceutical Co., Ltd Noto
Plant, Japan. BeeeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHu y
BMPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo foaaBaHHSA
BMPOGHMKa, Lo BiAMNoBiAae 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
He Bkntovatroum
KOHTPO/b/BUNPOBYBaHHSA cepil -
3MiHa MicLLe3HaXOMKEHHS
NPOBaPKEHHS AiNbHOCTI
BMpoOHUKa CaHTeH AT, PiHnaHAiS
/ Santen Qy, Finland. BBegeHHSA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

89.

KO®EIH-BEH30AT
HATPIIO-
JAPHULA

PO34nH ANa iH'ekuid, 100
mr/mn, no 1 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakoBLi (kaceTi); no 2
KOHTYPHI YapyHKOBI
ynakoBku (kaceTtu) B
nauui

MpAT
"GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:3miHu | Tuny -
BHECEHHS 3MiH 0 cneuudikauii
AdI, a came: - po3ginn
«laeHTudikayis», «KMCNoTHICTb»,
«CynpoBiaHi JOMILLIKM»,
«3a/IMLLKOBI KifIbKOCTI OpraHivyHnx
PO3UMHHUKIB», «KinbKicHe
BM3HAYEHHS» BHECEHI pefakLiliHi
npasku, siki ohopmeHi BigNOBIAHO
[0 pekomeHaLiil Ta CTUAICTUKK
AdY. - po3ginu «Onuc» Ta
«PO34MHHICTb» NpUBEAEHO Y
BiANOBIAHOCTI A0 BUMOT po3giny
Loy 1.4 «MoHorpadii» nigpo3gain
«BnactmBocTi»; - HOpMyBaHHS
TecTy «MikpobionoriyHa YyncToTa»

3a peyenmom

UA/7534/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

NpUBELEHO Y BiANOBIAHICTb A0
BUMOr €®, 5.1.4. BBeieHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHM Y MeTofax BUNPobyBaHHS
A®I, a came: -«laeHTniKaLisn»,
«[Mpo30piCTb PO3UNHY»,
«KncnoTHicTb», «Cynbtatu»,
«BTpaTa B Maci npu
BVCYLLYBaHHI», «KinbkicHe
BM3HaYEHHS» 0DOPM/IEHI 3
BIANOBIAHICTIO Ta CTUNMICTUKOIO
[dY, - BHECEHO pepakuiiiHi
npaBky «OnUc» Ta «PO3YMHHICTb»
npuBeaeHo Yy BiANOBIAHOCTI A0
BMMOTr po3giny A®Y 1.4
«MoHorpacii» nigpo3sgin
«BnacTuBoCTi»; - po3gin
«CynpoBigHi AOMILLKN» BHECEHI
peakLiiHi npaBku, siki 0popMIIeHi
BiNOBIAHO 0 pekoMeHAaLil Ta
ctunictuku A®Y. MNpuaaTtHicTb
XpomatorpagiyHoi cuctemu
[0MNOBHEHA BYMOTO0 [10
BiflHOCHOrO CTaH4apTHOro
BiAXWNEHHS NoLi nika koderHy, a
TakoX BMMoOra o CTyneHs
po3aineHHs ans nikis gomiwwok C i
D i3 xpomaTorpam po34uHy
nopisHaHHSA (b) npuBeeHa Ao
BMMOT MOHorpadii «Caffeine»
€Bponeiicbkoi ®apmakonei (10.0).
Takox y BignoBigHICTb A0
pe3ynbTariB Basigauii MmeToauka
[OMOBHEHA TepMiHammn
nNpUAATHOCTI PO3YMNHIB | TOProBUMM
Ha3Bamu xpomatorpadiuHmx
KOMIOHOK; - PO3fiN «3a/IULLKOBI
OpraHiyHMX PO3UYMHHUKIB» BHECEHI
peakuiiHi npaBku, siki odopMeHi
BiANOBIAHO [0 pekoMeHaauiin Ta
ctunictukn APY. MeToamka
[OMOBHEHA TEPMiIHOM NpMAATHOCTI
PO34MHY NOPIBHAHHSA | TOProBUMU
Ha3Bamu xpomatorpagiuHmx
KO/IOHOK 3a pe3y/ibTatamm
Banigauii; - «MikpobionoriyHa
yncToTa» NPMBEAEHO Y
BigMNoBiAHICTb A0 BUMOT EP,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

90.

NEBOCTA[®

2.6.12, 5.1.4. BBegeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -

3MiHuM 3 siKocTi. A®I. CTabinbHICTb.

3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiody 36epiraHHs
abo ymoB 36epiraHHa Al (3a
BiJCYTHOCTI Y 3aTBEpPIKEHOMY
[ocbe cepTudiikata BignoBigHOCTI
€Bponeiicbkili hapmakonei, wo
BK/TIOHAE Mepiog, MOBTOPHOTO
BMNpobyBaHHsA) (nepiof,
NMOBTOPHOrO BUNpOGYyBaHHs/Nepiog,
36epiraHHs) - 36iNbLLUEHHS abo
BBE/leHHS nepiofy NOBTOPHOrO
BMNpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB
[OCNifKeHb y peanibHOMY Yaci
Ansa Bupo6Huka Shandong Xinhua
Pharmaceutical Co., Ltd., China
noKasHWK «TepMiH NpuaaTHOCTI»
NpUBELEHO Y BiANOBIAHICTb A0
marepianiB BUPOOHMKA i
npeAcTaB/ieHo y HaCTYMHii
pefakuii: «4pokui- TepMiH
NepeKoHTPOs0». BBeAEHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
BW/TyYEHHA NoKasHuKa 3
cneundikauii A®I «Baxki
mMeTann». BBefeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 250 mr, no 5
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHiIl
Kopobui

CTALOA
ApuHaiimitTrens Al

HimeuunHa

BWMNYCK Cepiii:
CTAOA
ApuHarimitTens Al
HimeyumnHa;
BUPOGHMLTBO
Hepo3acosaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b Cepiii:
Na6opaTtopi3

HimeuunHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis:yTOYHEHHS BUPOGHMKaA
B NPOLeCi BUMPaBAEHHSA TEXHIYHOI
NOMUIIKN (NPUBEAEHHS Y
BIANOBIAHICTb A0 Ai040ro
peecTpavuiiiHoro Noceig4YeHHs);
3anpornoHoBaHo: SlabopaTopi3
MegikameHTOC IHTepHaTioHec,
C.A., IcnaHis (BUpO6GHMLTBO
Hepo3dacoBaHOro NPOAYKTY,
nepBUHHE Ta BTOPUHHE

MegikameHTOC nakyBaHHSs, KOHTPO/Ib Cepilf);

IHTepHartioHec, C.A., NabopaTtopioc flikoHca C.A.,
IcnaHisi; IcnaHis (BUPOGHULTBO

BUPOBHMLTBO Hepo3dhacoBaHOro NPOAYKTY,

3a peyernmom

UA/11890/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Hepo3dacoBaHOro NnepBUHHE Ta BTOPUHHE
NpoAYyKTY, NepBUHHE nakyBaHHS, KOHTPO/b CePiiA);
Ta BTOPUHHE CTALA ApuHaiimiTrens AT,
nakyBaHHs, HimeuumHa (Bunyck
KOHTPO/Ib Ccepili: cepiii). TexHiYHy noMunky
Na6opaTopioc BMMNpPaB/IEHO B TEKCTi MapKyBaHHS
NikoHca, C.A., ynakoBok J13. 3anponoHoBaHo Ha
IcnaHis BTOPWHHIN ynakoBsui: 11.
HAAMEHYBAHHSA |
MICUE3HAXOMKEHHA
BVPOBHUKA TA/ABO
3AABHVIKA CTALA
ApuHavimitTens AT,
CragawTpacce 2-18, 61118 bap,
dinb6enb, HimeuunHa Ha
NepBUHHINA ynakosL,. 5.
HAMMEHYBAHHSA BUPOBHWKA
I, 3A HEOBXIAHOCTI —
3AABHVKA CTALA
ApuHaiimitTens Al, HimeyunHa
91. NEBOCTAA® TabneTkun, BKpUTI CTAOA HimeuunHa BWNYCK Cepiit: Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/11890/01/02
N1iBKOBOK 060/IOHKOLO, ApuHaiimitrens Al CTALA Icnanis MarepianiB:yTOYHEHHS BUPOOHUKA
no 500 mr, no 5 ApuHaiimitTens Arl, B NPOLEeCi BUNPaBIEHHS TEXHIYHOT
Tabnetok y 6nictepi; no HimeuumnHa; NOMWIIKM (NPpUBEAEHHSA Y
1 6nicTepy B KapTOHHIl BMPOGHMLTBO BiANOBIAHICTb A0 Ailo4oro
Kopobui Hepo3hacoBaHoOro

NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b Cepili:
Na6opaTopi3
MegikameHTOC
IHTepHartioHec, C.A.,
IcnaHis;
BUPOGHMLTBO
Hepo3acosaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b Cepiii:
Na6opaTtopioc
NikoHca, C.A.,
Icnanis

peecTpaviiiHoro NocBigYEHHS);
3anponoHoBaHo: JlabopaTopi3
MegikameHTOC IHTEpHaTIOHeC,
C.A., IcnaHist (BUPOBGHULITBO
Hepo3dhacoBaHOro NPOAYKTY,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/Ib Cepilf);
Nab6opaTtopioc NikoHca C.A.,
Icnanis (BMpobHULTBO
Hepo3ghacoBaHOro NPOAYKTY,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Ib Cepiid);
CTALA ApuHaiimitTens Arl,
HimeuumnHa (BMnyck
cepiii). TexHiYHy noMunIky
BUMPAaB/IEHO B TEKCTI MapKyBaHHS
ynaxkoBok J13. 3anponoHoBaHo Ha
BTOPWHHIN ynakosui: 11.
HANMEHYBAHHSA |
MICUE3HAXOO)XXEHHA
BWPOBHUKA TA/ABO
3AABHVKA CTALA
ApuHavimittens Arl,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CrapawTpacce 2-18, 61118 bap,
®inbbenb, HimeyunHa Ha
NepBUHHI ynakosLj. 5.
HAWMEHYBAHHS BYPOBHUKA
I, 3A HEOBXIAHOCTI —
3AABHVIKA CTALA
ApuHarimitTens All, HimeuunHa
92. NEBO®/TIOKCALN pO34uH ANs iHQysil, 5 ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16632/01/01
H-HOBO®PAPM mr/mn, no 100 mn 'y obmexeHor 06MexeHo marepianis:3miHu | TMny - 3MiHK
naswui; no 1 naswuiy BigNoBiAa/IbHICTIO BiANOBiAA/IbHICTIO Loao 6e3nekn/edeKTMBHOCTI Ta
nauui thipma "Hosodhapm- thipma "Hosohapm- hapmakoHarnsgy - 3MiHM BHeCEHO
BiocnHTes" BiocuHTes" B M. 17 TEKCTYy MapKyBaHHSA
YMakKoBKM MikapcbKoro 3acoby
LIOZ0 HasBHOCTI rpadoiuHmX
306pakeHb (BKHOYAKOUM STIOTOTUIM).
BBegeHHS 3MiH NpoTArom 6-tm
MicsILiB nicns 3aTBepoKEHHS
93. NEBO®J/IOKCALMU TabneTkn, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa AxTasic /T[], ManbTa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/11952/01/01
H-TEBA N1iBKOBOK 060/I0HKOMO, mMarepianis:3MiHu | Tuny -
no 250 mr, no 5 He3HayHa 3MmiHa y npoueci
Tabnetok y 6nictepi; no BMpo6HUUTBa 13, a came
2 6nicTepu B KAPTOHHIl BBE/IEHHSI TepMiHy 36epiraHHs
Kopobui Hepo3dhacoBaHol npoaykuii — 12
MiCALIB Bif BUPOOHUKa AKTaBicC
NTA, Manbta
94. NEBO®J/IOKCALA TabneTkn, BKPUTI TOB "TeBa YkpaiHa" YKpaiHa AxTtasic /T[], ManbTa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/11952/01/02
H-TEBA NAiBKOBOK 060/TIOHKOHO, mMartepianis:3aMiHum | Tuny -
no 500 mr, no 5 He3HayHa 3MmiHa y npoueci
Tabnetok y 6aictepi; no BMpo6HuuTBa N3, a came
2 6nicTepn B KAPTOHHIN BBE/JEHHSI TEPMiHY 36epiraHHs
KopoobLi Hepo3hacoBaHol npoaykuii — 12
MicALIB Bif, BUPOOHUKa AKTaBIC
NTA, Mansta
95. NErANOH®140 Kancynu no 140 wmr; no MEJOA ®apma M'meX HimeuyunHa MAZLAYC 'm6X HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/7185/01/01

10 kancyn y 6nictepi; no
2 abo 3, abo 6 6nicTepis
Y KapTOHHili kopobLi

eHa Ko. KI

marepianis:3miHu | Tuny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs a6o
3MiHV [0 y3ara/lbHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnaay; KOHTakTHoI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 3MiACHEHHS
hapmakoHarnagy B YkpaiHi, SKL0
BOHa BifMiHHA Bij, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Ccob¥ YNoBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3Haxo4KeHHsA MacTep-
thaiina cuctemmu
thapmakoHarnsgy. 3miHa micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsay

96.

NErANIOH®70

Kancynu no 70 mr; no 10
Kancyn y 6nictepi; no 2
abo 3, abo 6 6nicTepis y
KapTOHHIA Kopoo6Li

MEJA ®apma M'meX
eHp Ko. KI

HimeuunHa

MALAYC TM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis:3MiHu | Tuny - 3mMiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

6e3 peyenma

UA/7185/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.

MponoHoBaHa pepgakuis — Dr Eiko

Soehlke, MD MPH. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
thapmakoHarnsag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0co6u yNnoBHOBaXKeHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoMKeHHs! MacTep-
thaiina cuctemu
thapmakoHarnagy. 3miHa micus

3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3

chapmakoHarnsgy

97.

NEABUP

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
90 mr/400 mr no 28
TabneTok y hNakoHi, no
1 dpakoHy B KapTOHHii
ynakoBLi

MaiinaH
NabopaTtopis
Nimitepn

IHais

MaiinaH
Na6opaTopi3
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
ofo 6e3snekun/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepgakuis — Dr Eiko

Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0Ccob¥ YyNoBHOBaXKEHOI 0cobw,

3a peyernmom

UA/18119/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi.
3MiHa MicLLe3Haxo4KeHHs MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifA/IbHOCTI 3
dapmakoHarnsgy

98.

NOPATEK®

cnpeii HasaslbHUiA,
po3osanuin 0,05 %, no
10 r y dprakoHi 3
po3nunioBayem, no 1
hakoHy y nauui

TOB "BAJ/IAPTIH
PAPMA"

YKpaiHa

TOB "Mikpochapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | Tuny - 3MiHK 3
SKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHULTBI. 3MiHN Y
npoLeci BUpO6HULITBA FOTOBOTO
nNikapcbKoro 3acoby, BKIoYa4n
NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) - BHECEHHS 3MiH A0
po3giny 3.2.P.3. MNpouec
BMPOBHULTBA NiKapCcbKoro 3acoby,
30kpema: - Ha Cragii 2
MpurotyBaHHSA | dhinbTpavis
PO3YMHIB - 3MEHLLUEHO KiNlbKIiCTb
3arpy3ok 3 4-x o 1-i 3arpysku
06yMOB/IEHO 3aMiHOKO peakTopa
MEHLLIOro 06'eMy Ha peakTop
6inbLIOro 06'eMy (po3mip cepii
3a/IMLLUBCA HE3MIHHUIA); - Ha
Cragii 1 MigrotyBaHHSA CUPOBUHU -
3a3HayeHa niarotoska Boan
oumLeHOI Ans onepauii 2.2.
MpuroTyBaHHA OCHOBY; - HA
onepauii 2.1. MpurotysaHHA
BO/JIHOTO PO34MHY KOMMOHEHTIB -
3MiHeHa TemnepaTypa
po3unHeHHs (3 30-35° C Ha 30-40°
C). 3anponoHoBaHuii
TemnepaTtypHUil pexmnm He
Npu3BOANTb [0 HEFaTUBHOIO
BMN/IMBY Ha AKICTb MPOAYKTY, TaK K
BOJHWI PO34YMH KOMMOHEHTIB
3aBaHTaXYETbCHA B OCHOBY, ska
HarpiTa fo Temneparypu 55 — 60°
C. 3MiHeHwuIi NopAAoK 3arpy3ku
KOMMOHEHTIB - cnoyartky
3arpyXatoTb BOAY OUULLEHY; - Ha
onepavii 2.3. 3miLlyBaHHSA OCHOBU
3 BOAHUM PO3YMHOM KOMMOHEHTIB -
3a3HayeHunit yac nepemillyBaHHsi

6e3 peyenma

UA/17398/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOMMOHEHTIB nepes
OXOJIOMKEHHSIM [0 TEMMNepaTypu
20-25° C; - onepauis 2.4.
dopmyBaHHA cepii - BuganeHa y
3B's13Ky 3 YCTAHOBKOK peakTopy
6inbLuoro 06'emy; Ha Bcix
TEXHOJOTYHNX onepavuisix
BMPOGHMYOro NpoLecy 3a3Ha4yeHo

99.

MAA/IOKC®

cycneHsis opasibHa Ne
30: no 15 mn y nakeTi;
no 30 naketiB y
KapTOHHI Kopoobui

TOB "CaHodi-

ABeHTiC YkpaiHa"

Ykpaina

dapwmartic

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:3miHu | Tuny -
BU/TYYEHHS NOKa3HMKa
«laeHTudikauis metunnapabdeHy»
3 cneuudikauii Ha Bunyck M3;
3MiHW | TUMY - BUNYYEHHS
nokasHuka «lgeHtudikauis
nponinnapa6eHy» 3 cnevuudikawi
Ha Bunyck M13; 3miHun | Tuny -
BWJTyYEHHS NoKasHuKa «KifbKiCHWi
BMiCcT. MeTunnapabeH» 3
cneumdikauii MN3; 3miHn | TUNYy -
BWJ/TyYEHHS NoKasHuKa «KifbKiCHWi
BMicT. MNponinnapa6eH» 3
cneundikavii MN3;
3MiHW | TUMY - BUNYYEHHS 3
nokasHuka «Onuc» cneyudikauii
Ha /13 BU3HAYeHHs CMmaky;
3anpornoHoBaHo OnucaHve
Kpemonogo6Has XuakocTb,
HanoMuHatoLas MosIoKo C
3anaxom MsATbl. 3MiHM BHECEHO B
IHCTpYKLilO ANs MeuyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y p. "OCHOBHI (i3NKO-XiMiYHi
BnacTMBoCTi"; 3MiHK |l TNy - 3MiHa
KpUTEpIiB NPUIAHATHOCTI 3a
NOKa3HNKOM «KNCNOTHO-
HeTpasisyroya 34aTHICTb»
cneundikavii MN3;
3anpornoHoBaHo K1cioTHo—
HelTpasm3yloLas cnoco6HOCTb
(M3kB/r) 21,75

6e3 peyenma

UA/9219/01/01

100.

MABIPET

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOIO
100 mr/40 mr; Ne84: o 3
Tabnetkn y 6nictepi, no
7 6nicTepiB y KapTOHHIi
KopobLi; 4 KApTOHHI
KOPO6KW y rpynosii

EG6BI

BiothapmacbtoTikans

meX

LLiBefuapis

E668i [loiuneHs
v6X i Ko. KT,
HimeuyunHa
(B1pOGHMLTBO,
nakyBaHHA Ta
TeCcTyBaHHSA
NPOMiXXHOro

Himeuunna/
IpnaHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:BUNPaBNEHO TEXHIYHY
NOMUJIKY Y TEKCTi MapKyBaHHS BCiX
BWAIB YNaKOBOK NiKapCbKOro
3acoby: 3anponoHoBaHo: 1.
HA3BA JIIKAPCbKOIO 3ACOBY
Masipet

3a peyernmom

UA/18645/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynakoBLi ekcTpyzary; rnekanpesip/niopeHTacsip 100
TecTyBaHHs Mr/40 mr 100 mg/40 mg.
niKkapcbKoro 3acoby, 3a3HayeHe BUMNpaB/IeHHS
nepBUHHE Ta BiANOBigae marepianam
BTOPWHHE peecTpaLjiiiHoro gockbe
nakyBaHHs1, BUNYCK
cepii); PypHbE
Na6opaTtopi3
AlipneHg, NMimiteg,
IpnaHgjs
(BUPOBHMLTBO
niKkapcbKoro 3acoby,
TEeCTyBaHHs)
101. | MAAIHET® TabneTku, BKPUTI Mibe M'm6X HimeuyunHa Mi6e Mv6X HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15840/01/01
N1iBKOBOK 060/TIOHKOIO, ApuHarimitTTens ApuHarimitTTens marepianis:3miHu | Tuny - 3MiHN
no 0,03 mr/2 mr, no 21 BHECEHO [0 iHCTPYKLi Ans
Tabnetui y 6nictepi; no MeAUYHOro 3acToCyBaHHS
1 a6o no 3, a6bo no 6 nikapcbkoro 3acoby y po3ginu:
6nicTepiB B KAPTOHHIA "MNMpoTunokasaHHs", "B3aemogis 3
Kopobui iHLWIMMK NikapcbkMMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”
BigMNOBIAHO A0 OHOB/IEHOT
iHbopmauii 3 6e3neku giroyoi
peyoBuHW. BBeAEHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY -
3MiHV BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu:
"B3aemogis 3 iHWMMU NliKapCbKUMu
3aco6amu Ta iHWi Buan
B3aemogiit”, "OcobmBocTi
3acTocyBaHHA", 3aCToCyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta gosun", "MobiuHi peakyii”, a
came pefaryBaHHs TEKCTY
IHCTPYKU,I 3rigHO KOPOTKOT
XapaKTepUCTUKN NiKapCbKoro
3acoby. BBefeHHs 3MiH NPOTAroM
6-TN MicALIB Nic/1a 3aTBEPKEHHS
102. | MAUAEKNA TabneTkn, BKPUTI MaiinaH IHais MaiinaH IHais BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/17912/01/01
N1iBKOBOK 060/I0HKOMO, NabopaTtopis Na6opaTopi3 mMartepianis:3MiHu | TUny - 3MiHK
no 60 mr no 28 TabneTok Nimiteq NimiTen ofo 6e3nekn/eekTMBHOCTI Ta

Yy Henpo3opomy
nonieTMIEHOBOMY

thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3araslbHEHWX JaHWX Npo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ch1akoHi 6naknTHOro
KONbOpY 3 6/1aKUTHO
Henpo3opoto
noninponisieHoBO
KPULLKOK B KApPTOHHIl
KopoobLi

cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnisgy
3aABHUKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNTOBHOBaXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT
0Cco6Y YNoBHOBaXXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoKeHHsA MacTep-
thaiina cuctemmu
thapmakoHarnsgy. 3miHa micus
3[jACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
dpapmakoHarnsay

103.

MEAAKCA

MOPOLLIOK
niochinizoBaHuin ans
NPUroTYBaHHS PO3YUHY
ans iHdysin (5 mr/mn)
no 50 mr, 1 cknsaHwii
h/1aKOH 3 NOPOLLKOM Y
KapTOHHIA KopoobLi

Mepnak esenbwadT
dotop KAiHiwe
Lneuianbnpenapar
e M6X

HimeuunHa

BMPOGHVK, LLO
Bignosigae 3a
BUMNYCK Cepil,
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHs cepili: Mepak
esenswadt dhrop
KniHiwe
Lneujansnpenapat
e M6X, HimeuuunHa;
BVPOGHVK, LLO
Bignosigae 3a
BMnyck oopmu in
bulk, nepBuHHe

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis:3MiHu | Tuny - 3MiHK
BHECEHO [0 IHCTPYKLi Ans
MeANYHOro 3acTOCYBaHHS
nNiKapcbKoro 3acoby y po3ain
"Mo6iuHi peakuyii" BigNoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku
Lit040i pevyoBuHU

3a peyernmom

UA/4884/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHs,
KOHTPO/b/BUNPOGYB

aHHA cepili: OHKoTek
Papma NpogakLuH
'm6X, HimeyunHa

104.

MEAAKCA

NOPOLLIOK
niodpinizoBaHuin ons
NPUroTyBaHHSA PO34UHY
ans iHdysin (5 mr/mn)
no 100 mr, 1 cknsHwWi
¢hNakoH 3 NOPOLLKOM Yy
KapTOHHI Kopoobui

Mepak lesenbwadpt
chrop KniHiwe
Lnevjanbnpenapat
e m6X

HimeyunHa

BMPOGHVK, LLO
BignoBigae 3a
BUNYCK cepil,
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHs cepiii: Megak
lesenbwadt drop
KAiHiwe
Lneujansnpenapat
e M6X, HimeuunHa;
BMPOGHMK, LLO
BignoBigae 3a
BUNycK oopmm in
bulk, nepsuHHe
nakyBaHHs,
KOHTPO/1b/BUNPOGYB
aHH#A cepili: OHKOTEK
®dapma lNpogakLuH
v6X, HimeuynHa

HimeuunHa;

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"Mo6iyHi peakuii” BignosigHO A0
OHOB/IEHOT iHdhOpMaLii 3 6e3nekn
Lit0Y0T pevoBUHN

3a peyenmom

UA/4884/01/02

105.

MEAAKCA

NOPOLLIOK
niocpinizoBaHuin ons
NPUroTyBaHHSA PO34UHY
ans iHdysin (5 mr/mn)
no 150 mr, 1 cknsAHwui
¢hNakoH 3 NOPOLLKOM Yy
KapTOHHI KopoobLi

Mepak lesenbwadpT
dotop KAiHiwe
Lnevjanbnpenapat
e m6X

HimeyunHa

BVPOGHWK, LLO
BignoBsigae 3a
BUNYCK cepil,
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHs cepiii: Mepak
lesenswadt drop
KniHiwe
Lneujansnpenapat
e M6X, HimeuunHa,;
BVPOGHWK, LLO
BignoBsigae 3a
BUNycK oopmm in
bulk, nepBuHHe
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHHsA cepili: OHKOTEK
dapma lNpogakLuH
v6X, HimeuynHa

HimeyunHa;

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:3MiHu | TUny - 3MiHW
BHECEHO A0 IHCTPYKLUiT AN
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Mo6ivHi peakuii” BignNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
Lit0Y0i pevyoBuHU

3a peyernmom

UA/4884/01/03

106.

ME/NNBEK®

Tabnetku, no 7,5 mr, no
10 TabneToK y 6nictepi;

HOBEN INAY
CAHAI BE

TypeyunHa

HOBEJT INAY
CAHAI BE

TypeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | TMny - 3MiHKn 3

3a peyenmom

UA/3933/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 1 a6o 3 6nictepn y TIOXAPET A.LL. TIOXAPET A.LL. AKocTi. [oToBWIA Nikapcbknii 3aci6.
KapTOHHIiA ynakoBL,i KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AonycTuMmx
MeX roTOBOrO /likapCbKoro 3acoby
(IHWWi 3MiHKW) - BunyyeHHs 3i
cneuudikauii Ta MeTogiB
BMNPO6YBaHHSA NokasHWK "BTparta
B Maci Npv BUCYLLYBaHHI"
107. | MENBEK® Tabnetkn, no 15 mr, no HOBEN INAY TypeuunHa HOBE/ INAY TypeuunHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/3933/01/02
10 TabneToK y 6icrepi; CAHAI BE CAHAI BE marepianis: 3MiHu | Tuny - 3miHn 3
no 1 a6o 3 6nictepu y TIOIXKAPET A.LL. TIIKAPET A.LL. AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KapTOHHI/ ynakoBLj; no KOHTpO/1b rOTOBOr0 NikapCcbKoro
4 TabneTkn y 6nictepi; 3acoby. 3miHa napameTpis
no 1 6nictepy B cneumdikavin Ta/abo AonycTuMmx
KapTOHHIA ynakoBsL,i MeX roTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) - BunyyeHHs 3i
cneuudikaLii Ta MeTogis
BMNpOoGYyBaHHA NokasHuk "BTparta
B Maci Npu BUCYLLIYBaHHI"
108. | METOTPEKCAT- PO34MH N8 iH'ekuUin, 25 TOB «TeBa YkpaiHa dapmaxewmi b.B. HigepnaHgmn BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/9609/01/01
TEBA Mmr/mn, no 2 Mny YkpaiHa» mMartepianis: 3mMiHa 3asaBHUKa

donakoHi; no 1 dpnakoHy
B KOpOO6Li

(BnacHvika peecTpadiiHoro
nocBeigyeHHs) (3rigHo Hakaly MO3
Bif, 23.07.2015 Ne 460): 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0CObM 3as1BHMKA,
BignoBigasnbHOI 3a
thapmakoHarnag. [livoua pegakuis:
Orit Stern-Maman. NMponoHoBaHa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pepakuis: buctposa OkcaHa
BiTaniisHa. 3miHa KOHTaKTHUX
[aHnX YNOBHOB&XeHOI 0co6u
3as1BHMKA, BignoBiAa/IbHOT 3a
chapmakoHarnag,
109. | METPOHIQA30/ - PO34uMH A8 iHdysili, 5 ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/5519/01/01
HOBO®APM mr/mn; no 100 mn abo o6MexeHo 0bMexeHoto mMarepianis:3miHu | Tuny - 3MiHK
no 200 M1y naswwi BiANOBIAANIbHICTIO BiANOBIAANILHICTIO Lofo 6e3nekun/edekTMBHOCTI Ta
CKNAHIW, Mo 1 naswu,i y ipma "Hosochapm- thipma "Hosochapm- thapmakoHarnsgy - 3MiHM BHECEHO
nauuj; no 100 mn Ta no BiocuHTes" BiocuHTes" B M. 17 TEKCTY MapKyBaHHA
200 mn y nnswkax yNakoBKM NiKapCbKoro 3acoby
CKNAHNX LLIOAO HAsABHOCTI rpadoivuHmX
3006paxeHb (BK/IHOYAKOYM /T0TOTHN).
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNSA 3aTBEPLKEHHSN
110. | MET®OPMIH- TabneTku, BKpUTI BIOTOH C.A. Monbwa Aypob6iHgo ®apma IHais/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/16768/01/01
BIOTOH NAiBKOBOK 0O0/IOHKOHO, Nimiteq - FOHIT 111, Monbua mMaTtepianis:3MiHun | Tuny - 3mMiHK

no 500 mr Ne 30(10x3),
Ne60 (10x6) y bnictepax

IHAis (BMPOBHULTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib AKOCTI);
BIOTOH C.A,,
MonbLla
(BignoBiganbHWiA 3a
BUNYyCK cepii)

LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3arasibHEHUX JaHuX npo

cuctemy chapmakoHarnsgy

(BBEEHHSA y3arasibHeHUX AaHuX

npo cuctemy hapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 3AjACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - amiHa

YMOBHOBaXEHOT 0CObM 3as1BHMKA,

BignoBigasnbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pefakuis —
Dagmara Sierakowska. 3miHa
KOHTaKTHUX AaHuUX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0cobu
YMOBHOBaXXEHOT 0CObM 3as1BHMKA,
BignoBigasnbHOI 3a
dhapmakoHarnng B YkpaiHi.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MponoHoBaHa pepakuis — Pumap
Makcum Biktoposuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0co6u yNnoBHOBaXKeHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnag B Ykpaini

111.

MET®OPMIH-
BIOTOH

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 850 mr Ne 30(10x3),
Ne60 (10x6) y bnictepax

BIOTOH C.A.

MonbLwa

Aypob6iHgo ®apma
Nimiteq - FOHIT 111,
IHAis (BMPOOHULTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI);
BIOTOH C.A.,
MonbLa
(BignoBiganbHWiA 3a
BUNYyCK cepii)

IHgis/
MonbLa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:3MiHu | Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pefakuis —
Dagmara Sierakowska. 3miHa
KOHTAKTHUX AaHnX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
hapmakoHarnsg.
3MiHa KOHTaKTHOT 0co6u
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis — Pumap
Makcum Biktoposud. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0co6u ynoBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaini

3a peyenmom

UA/16768/01/02

112.

MET®OPMIH-
BIOTOH

TabneTku, BKpUTI

NNiBKOBOK 060/10HKOHO,

BIOTOH C.A.

MNonba

Aypob6iHgo ®apma
NimiTen - FOHIT 111,

IHais/
MonbLua

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis:3MiHum | Tuny - 3mMiHu

3a peyernmom

UA/16768/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 1000 mr Ne 30(10x3),
Ne60 (10x6) y 6nictepax

IHAis (BMpOGHULTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SKOCTI);
BIOTOH C.A,,
MonbLa
(BignoBifanbHwWiA 3a
BUMNYCK cepil)

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs a6o
3MiHW [0 y3ara/lbHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOI 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pefakuis —
Dagmara Sierakowska. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a
thapmakoHarnag.
3MiHa KOHTaKTHOT 0cobu
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B YkpaiHi.
MponoHoBaHa pefakuis — Pumap
Makcum BikToposuy. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT
0Cco6Y YNoBHOBaXXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg B YkpaiHi

113.

MIO3M

NOPOLLIOK A”A
NPUroTyBaHHs
KOHLieHTpaTy Ans
pO34nHy ANs iHy3ilii no
50 wr; 1 chnakoH 3
MOPOLLKOM Y KapTOHHIl
nauui

[xeHzalim FOpon
B.B.

HigepnaHan

[bxeH3aiim lpnaHg
Nimiten, Ipnaxgis
(HanoBHEeHHs
donakoHiB Ta
BMPOGHMLTBO
KIHLLeBOro NpoAayKTy,
MapKyBaHHS Ta
nakyBaHHS,
KOHTPO/Tb AKOCTI
N3, Bunyck cepii);
[bxeH3ainm

Ipnangis/
Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis:3miHu | TMny - 3MiHN y
meTofdax koHTponto N3 - 3amiHa
XeMiNIOMIHECLLEHTHOrO MeToAy
BM3HAYEHHS HA METOZ,
KOMOPUMETPUYHWIA B NpoLeaypi
Dot Blot (immunodetection) 6e3
3MiHM y crneumdikaii. OHOBNEHHSA
po3giny 3.2.P.5.2, 3.2.P.5.3; 3MiHK
Il TMNy - BUIy4eHHA napameTpy -
laeHTudikauis Anraokosnaasu

3a peyenmom

UA/11618/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dnaHgepc 686a,
Benbris
(B1pobHULTBO AC,
NpUroTyBaHHs
po3uunHy /13 ana
niodpinizauir)

anbtha MeToaoM iMyHoaeTeKL,T
(siKicHa peaxuist) 3i cneuudikauii
A®I, HanBHWiT TecT UPLC Peptide
mapping (KisbKiCHWIA aHanis).
PepakuiiiHi npaBku fo posgainy
3.25.4.1,32.5.4.2,3.2.543,
3.2.5.4.5; 3minum Il Tuny -
BUAANEHHS TecTy laeHTudikayis
3a/1MLIKOBOro 1-nponaHosny
(nponoHan BxoauTb [0 cKiagy
6ydhepHOro po3umnHy, Lwo
BVIKOPVCTOBYETLCSA NpW
XpomaTtorpadpiyHiii ouncTui) 3i
cneumdikayii Ha BUNycK
cybcTaHuii APl Ha OCHOBI
CTaTUCTUCTUYHUX AaHWX aHani3y
NPOMDXHOI NpoayKuii APl Ta
roToBoi npoaykuii A®l; 3miHu 11
TUNY - BUAANEHHS TECTy
iaeHTuiKaL,i 3a11LLKOBOIT Migi
(BMKOPUCTOBYETLCA Ha CTagji
QUMCTKV N5 pereHepaw;i
XpomaTtorpagiyHol KOSIOHKK) 3i
cneuudikauii Ha BUNycK
cy6cTaHuii A®| Ha OCHOBI
CTaTUCTUCTUYHUX AAHWX aHanisy
MPOMIXHOI Ta roTOBOT NPOAYKL,ii
Ad|

114.

MOHOIMPOCT®

Kpanni o4Hi, po3unH, 50
MKr/mn, no 0,2 mn B
0fIHOA4030BOMY
KOHTeliHepi; no 5
0/IHOA,030BUX
KOHTEliHepIB, 3 €gHaHNX
MiX COBO0L0 Yy CTPIUKy
(cTpun), y cawe; no 6
calle y KapTOHHilA
Kopobui

NTABOPATYAP TEA

dpaHuin

EKCE/IBI3IOH

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:BMNpaBfeHo TEXHIYHY
NOMUJIKY Y TEKCTi MapKyBaHHS
NepBUHHOT YNakoBkK (€TUKETKU
KOHTelHepa) Nikapcbkoro 3acooby,
a came BWU/Ty4YeHO C10BO
"naTaHonpocT": 3anpornoHOBaHoO:
1. HA3BA NIIKAPCbBKOIo
3ACOBY MoHonpocT® 3a3HayeHe
BUNpaB/ieHHs Bignosigae
marepianam peecTpauiiHoro
focbe

3a peyenmom

UA/16308/01/01

115.

MOHTE/TYKACT-
TEBA

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,
no 10 wmr, no 7 TabneTok
y 6nictepi; no 4
6nicTepy B KAPTOHHIi
Kopoobui

TOB "TeBa YkpaiHa"

YKpaiHa

TOB TeBa
OnepeiiwH3 MNonaHg,

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu | Tuny - nogaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2017-
131-Rev 01 gna Aitoyoi peyoBuHU
MoHTenykacTy Bif, Bxe

3a peyenmom

UA/12439/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBepAXeHoro BUpo6Huka Teva
API India Private Limited, IHgis, y
HacnifoK BUTYYeHHS 3i
cneumdikauii nokasHuka «Baxki
MeTa/In»; HafaHHS 3BiTY 3 OLHKU
pY3VKiIB CTOCOBHO €/1eMEHTHUX
[LOMILLOK; goaaTtkoBuii ID gns
naMiHoBaHOI asTloMiHiEBOI
yNakoBKU; 3MiHW | TUNy - NofaHHA
HOBOTO cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei Ne RO-
CEP 2014-115-Rev 02 ans gitoyoi
peyoBMHN MOHTeNyKacTy Bif
HOBOr0o BUPOGHMKA (LONOBHEHHS)
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
China. 3anponoHosaHo: Teva API
India Private Limited (IHgis);
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.
(China).
BefieHHA 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepoKEHHS

116.

MYLIMTYC

kancynu no 150 wmr, no 6
kancyny ctpuni; no 2
ab6o no 5 cTpunis y
KapTOHHI/ ynakosL,i

Makneopc
PapmacbloTmKanc
Nimitepn

IHais

Makneogc
dapmMacbloTUKanc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:3miHu Il Tuny - 3MiHM 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/peareHTy, Wo
BUKOPVCTOBYIOTHCS Y
BMPOGHUYOMY npoueci AdDl, abo
3MiHa BUPO6HUKa (BKIoYatoun, ae
Heo6XifHO, MicLe NpoBefeHHs
KOHTPO/t0 sIKOCTi) AdI (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeiichkili
hapmakonei y 3aTBepiKeHOMy
[ocbe)(BBEAEHHA HOBOMO
BUpo6HUKa ADI 3 HafaHHAM
macTep-thaiina Ha A®l) - 3amiHa
3aTBepAKEHOro BMpo6Huka Ad|
eppocTteiny Glenmark Generics
Limited, India Ha HoBoro Hwail
Pharmaceutical Co., Ltd., Republic
of Korea

3a peyenmom

UA/5589/01/01

117.

MYLIMTYC

kancynu no 300 wmr, no 6
Kancyn y ctpuni; no 2
ab6o no 5 cTpunis y

Makneopc
PapmacboTrKanc
Nimiteq

IHais

Makneogc
dapmMacboTUKanc
NimiTeq

IHais

BHECEHHS 3MiH [0 peecTpavliiiHnX
mMartepianis:3MiHu Il Tuny - 3miHu 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa

3a peyernmom

UA/5589/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHI ynakoBsL,i BMPOGHMKA BUXiAHOro/NPOMKHOIO
npoAayKTy/peareHTy, Wo
BUKOPWCTOBYHOTLCS Y
BMPO6HUYOMY npoueci Adl, abo
3MiHa BMPOGHWMKa (BKNOYaouu, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposito skocTi) APl (3a
BifiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI E€BpPONENChKiit
hapmakonei y 3aTBepAKeHOMY
[ocbe)(BBEAEHHA HOBOTrO
BMPO6HUKa APl 3 HaAAHHAM
MacTtep-cpaiina Ha Adl) - 3amiHa
3aTBEpAKEHOr0 BMPOo6HUMKa AdI
eppocteiny Glenmark Generics
Limited, India Ha Hosoro Hwail
Pharmaceutical Co., Ltd., Republic
of Korea
118. | HANBY®IH pO34MH A4 iH'ekuUid, 10 TOB "tOpis-®apm” YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/14429/01/01
mr/mn; no 1 mn a6o no 2 mMartepianis:BUNPaBIEHO TEXHIYHY
M B amnysi; no 5 nomunky y n. 2 KJIbKICTb
amnysn B KOHTYPHili [AIK0YOT PEYOBKHW TekcTy
YapyHKOBIli ynakoBLii; No MapKyBaHHS1 BTOPVHHOT yNakoBKM
1 a60 2 KOHTYpHI [ON15 BCiX BUAB | 06'EMIB yNakoBOK
YapyHKOBi YNakoBK/ B nikapcbkoro 3acoby, sika nonsrana
naJui; no 1 mn a6o no 2 y Ay6n0BaHHi cnosa "MIiCTUTL".
MAy nonepegHsLo 3a3HayeHe BMNpaBeHHs
HarnoBHEHOMY LUNPULLY; BiANOBigae marepianam
no 1 a6o 5 wnpwuuis 3 peecTpauiiiHoro Aocke
roniKamu y KOHTYPHIi
YapyHKOBIli ynakoBLyj; Mo
1 KOHTYpHIlA YapyHKOBIli
ynakoBLji y nayui.
119. | HATPIO MOPOLLIOK (Cy6CcTaHuis) y AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/15040/01/01
OKCUBYTUPAT nakeTax naneposux ons mMartepianis:3MiHu | Tuny -

thapmaLeBTUYHOro
3aCTOCYBaHHS

BHECEHHS 3MiH 0 BUMOT SKOCTi
BOAW, LLIO BUKOPUCTOBYETLCSA Y
BMPOBHUYOMY MPOLLEC], 30Kpema:
3amiHa BUMOT /19 BOAY NUTHOT Ha
BMMOTY [/191 BOAW OUULLLEHOT; 3MiHN
| TNy - BHECEHHS 3MiH B npoLiec
BMpo6HuLTBa AP| Hatpito
OoKCUbyTMpaT, 30KpemMa:
OnTMMI3aLis BUPO6HMYOro
npolecy WASXOM BNpoBapKeHHS
He3Ha4YHnX 3MiH, 3aBAsKN
MOX/IMBOCTAM 06nafHaHHsA: 1.
Cragis 2. OfepXaHHs HaTpito
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

okcmbyTupaty, Onepauis 2.1.
OpepxaHHHA HaTpilo
OKCUBYTMpPATY: - BUKOPUCTAHHS B
AKOCTi po3unHHMKa ETaHony 96%
(3i cknagy), y Bunagky NpuAHATTS
PiLLEHHA NPO BUIYYEHHS 3
BMPOGHMYOro NpoLiecy nepepooku
MaTOYHNX PO3UMHIB 3 OTPUMAHHAM
CNMpTy eTUI0BOro
pereHepoBaHoro; - 3aBaHTaXEHHS
B peakTop 6yTMpONaKkToHy B
NOBHOMY 06'€MI, LLLO NOTPIGHUI Ha
cepito (3aBaHTaXEHHS Ha YacTVHN
He [innTbCA); - BUNYyYeHHs
OXO0/1I0[KEHHA peakLiiHoT MacK
nig yac Big6opy Ta KOHTPO/IO
npoo6; - BBeAEHHS KOperyBaHHs
peakujiiiHoi Macu 3a NoKasHUKOM
"pH" 3a ONOMOroto /iboAsAHOT
OUTOBOI KACNOTN abo HaTpilo
rigPOKCMAOM 0 HOMIHA/TbHOTO
3HaYeHHs; - 3aMiHa iNbTPY Mig,
namiHapoM Ha inibTp 3aKpuUTOoro
TMNy, BiANOBIAHO BifKMMaHHSA
Macu 3MiHIOETbCA Ha QuinbTpaLito;
BifgdinbTOBaHa Maca nicns
Kpuctanisauii npoMnBaEeTbCA
eTaHo/1I0M 96%; - BBEf,eHHS
KOHTPOJIH peakLiliHoi Macu 3a
nokasHukomM "pH" 3 MOX/IMBICTIO
KoperyBaHHs, y pasi
HEBIANOBIAHOCTI; - i3 MaTOUYHWKIB
Bif dhinbTpavii Ta NPOMMUBKM
HaTpilo OKCMBYTMpaTy Ta KyboBMX
3a/MLLKIB BiAraHATb CNMPT
eTunoBuiA pereHepoBaHuii 3a
HeobXxigHOCTI (faHa onepauis
MOXe He NPOBOAUTUCH Y 3B'A3KY 3
BiICYTHICTIO €KOHOMIYHOI
pouinbHocTi). 2. Ctagis 2.
OgfepxxaHHs HaTpito oKcnbyTupaTy,
Onepauis 2.2. Cyluka nactu
HaTpilo oKCnbyTMparty: -
BU/yYEeHHA NOAPIGHEeHHA Ta
PO3TUPaHHS NPOAYKTY KOXHY
FOAVHY Mif Yac CyLIKU y 3B'A3KY 3i
creuudikaLieto 3anpornoHOBaHoOro
061aHaHHS; BUYyYEHHSA
3a3HaYeHHs1 TPUBAIOCTI CYLLKN Y
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3B'AA3KY 3 TUM, LLLO NPK 3MiHi
o0b6nafHaHHA TPUBAICTb CYLLIKM
MOXe 3MiHIOBATUCh; - 3aMiHa
PYYHOrO cuTa Ha aHas1oriyHe
aBTomartum3oBaHe; 3. Ctagis 3.
MepBrHHA pereHepadis
MaTOYHVKa: - NepBMHHA
pereHepavjis MaTo4HMKa
NpoBOAUTLCS NPU HEOOXIAHOCTI
(maHa onepauis Moxe He
NpPOBOANTUCH Y 3B'A3KY 3
BiICYTHICTIO €KOHOMIYHOI
pouinbHocTi). 4. Ctagis 4.
BTopvHHa pereHepauis
MaTOuYHMKa: - BTOPUHHA
pereHepaujis MaTo4HMKa
NpPOBOAUTLCS NPY HEOBXiAHOCTI
(maHa onepauis Moxe He
NPOBOANTUCH Y 3B'A3KY 3
BiJCYTHICTIO €KOHOMIYHOT
[0UiNbHOCTI)
120. | HO-NAT TabneTku, BKpUTI TOB HB® YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/17026/01/01
060/10HKO10, 20 Mr; No "MIKPOXIM" 06MeXeHo mMartepianis:3MiHun | Tuny - 3mMiHK
10 TabneTok y 6nictepi, BiANOBIAA/ILHICTIO BHECEHO [0 IHCTPYKUiT Ans
no 9 6nictepis y nauui 3 HaykoBo-BMpo6HMYa MeJNYHOro 3aCTOCYBaHHS
KapToHy hipma "MIKPOXIM", NiKapcbKoro 3acoby y po3ainu:
YkpaiHa (lopygmyHa "®apmakonoriyHi BnactnsocTi”,
agpeca Ta "[iTn" (iHdopmauisa 3 6e3nekn),
na6oparopis "Mo6ivHi peakuii™ 3rigHo 3
Pi3nKO-XiMiYHOTO iHhopmalieto Wwoa0 MeguyHoro
aHanisy Ta 3aCTOCYBaHHA ped)epeHTHOro
KOHTPO/0 nikapcbKoro 3acoby (PEBALUVO,
BMPOGHULITBA;BUPOO TabneTkv, BKpUTI NNIBKOBOO
HWya AinbHuus (BCi 060/10HKOI0). BBEAEHHS 3MiH
cTagii BUpo6HN4oro NpOTArom 6-Tv MicsLiB nicns
npouecy); 3aTBEPMKEHHS
naboparopis
6ionoriyHoro
aHanisy)
121. | HOPBACK® Tabnetkn no 5 mr; no 10 ANO>KOH tOC 1 CWA Mdpaiizep HimewunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/5681/01/01
Tabnetok y 6nictepi; no nnc MeHtohekyypuHr CWA mMartepianis:3MiHun | Tuny - 3mMiHM
3 abo no 6 bnictepis y [Joinuneng MrmoéxX, BHECEHO [0 IHCTPYKLi Ans
KapTOHHIA ynakosLi HimeuunHa MeAMYHOr0o 3aCTOCYBaHHS
(BUPOGHUK, niKkapcbKoro 3acoby A0 po3ainis
BiANOBiAaIbHNIA 3a "Oco6nMBOCTI 3acTOCyBaHHA" Ta
nakyBaHHs, "Mo6iuHi peakuyii" BignoBigHO A0

KOHTPO/Ib SIKOCTi Ta
BUMYCK cepii);
Mdpaiizep

OHOB/EHOT iHhopMmaLlii 3 6e3neku
3aCTOCyBaHHS fjtoyoi Ta
[OMOMiXKHUX PEYOBVH /iKapCbKOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
dapmactoTikan3 3acoby. BBefeHHs 3MiH MPOTAroM
NNnc, CWA 6-TN MicALIB NicNA 3aTBEPAKEHHS
(BUPOGHUK,
BiANOBiAA/IbHWIA 32
BUPOGHMLTBO
npenapary in bulk,
KOHTPO/b AKOCTI); P-
Papm xepmaHi
'm6X, HimeyunHa
(BUPOGHNK,
BiANOBigabHUIA 3a
BVMPOGHMLTBO
npenapary in bulk,
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BMNYyCK cepii)

122. | HOPBACK® Tabnetku no 10 mr; no ANO>KOH tOC 1 CWA Mdpaiizep HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/5681/01/02
10 TabneTok y 6nicTepi; nnc MeHtochekuypuHr CLIA marepianis:3miHu | Tuny - 3MiHN
no 3 a6o no 6 6nictepis [Loiiuneng r'v6X, BHECEHO [0 iHCTPYKLi Ans
Y KapTOHHI ynakoBLi HimeyunHa MeAUYHOr0o 3aCTOCYBaHHs

(BUPOGHUK, NiKapcbKoro 3acoby Ao po3ginis
BiANOBiAa/IbHWIA 3a "Oco6nMBOCTI 3acTOCyBaHHS" Ta
nakyBaHHs, "Mo6ivHi peakuii” BignNoBigHO A0
KOHTPO/b AKOCTi Ta OHOB/IEHOT iHdhopMaLii 3 6e3neku
BUMYCK cepii); 3aCTOCyBaHHS fjtoyoi Ta
Mdpaiizep [0MOMDKHMX PEYOBUH NiKapCbKOro
dapmactoTikans 3acoby. BBefeHHs 3MiH NPOTAroM
NNC, CWA 6-TV MiCALIB MiC/1A 3aTBEPIXKEHHS
(BUPOBHUK,
BiANOBIAa/IbHNIA 3a
BMPOGHMLTBO
npenapary in bulk,
KOHTPONb AKOCTI); P-
dapm IxepmaHi
'M6X, HimeuunHa
(BUPOGHUK,
BiANOBiAA/IbHWIA 3a
BUPOGHMLTBO
npenapary in bulk,
nakyBaHHS,
KOHTPO/b SKOCTi Ta
BWMNYCK Cepii)

123. | OrPAHIA® Kancynu no 75 mr; no 7 AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/15217/01/01
Kancyn y 6nictepi; no 2 mMaTtepianis:3amiHm | Tuny —
6nicTepn y nauui BWUyYEHHS 3i cneyudikauii Ta

MeTOAiB KOHTposo Ad|
MperabaHiny nokasHuka «Baxki
MeTaIn»; 3MiHW | Tuny - 3MiHn g0
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MperabaHiny 3a NoKkasHUKOM
«MikpobionoriyHa uncrota», a
came BWYYeHHs1 BUKNAOEeHHS

METOAVIKM, NNLLE 3/TNLLIEHO

BignoBigHe NOCUNaHHA Ha
3arasibHy cTatTio AdY, kputepii
NPUAHATHOCTI HE 3MIHUANCS; 3MiHN
| TMNy - 3mMiHK 0o cneuudikavii
A®| MperabaHiny 3a NOKasHUKOM
«Onue», Wwo 06ymoBeHo
npvBefeHHsaM Ao sumor EP ta
[OKyMeHTaLii BUpo6HUuka, a came
3 «KpucTasTiyHWii NOPOLLIOK Bif,
6inoro [0 maibke 6i10ro Konbopy»
Ha «lopoLuok 6inoro abo maixe
6i/10ro Ko/Ibopy»; 3MiHM | TUNY -
nogaHHa oHossieHoro CEP RO-
CEP 2016-189-Rev 03 gns Ad®|
MperabaHiny Bif 3aTBEPAKEHOTO
BMpo6GHMKa Zhejiang Huahai
Pharmaceutical Co., Ltd. Kutaii, sk

Hacnifgok, cneumdikauiio Ta

aHasliTUYHI MEeTOAMKM 3a
nokasHukamu «CynposigHi
Jomilwkm» Ta «3KOP» npuBefeHi y
BiANOBIAHICTb 40 BUMOT
BMPOGHMKA; 3MiHW | TUny -
npuBefeHHs cneumndikauii Ad|
Mperab6aHiny y BiANOBIAHICTL A0
BMMOr MoHorpadii EP 3a
nokasHukamu: «lgeHTudikawis» -
MPONOHYETLCA NPOBOANTY
NOPIBHSHHSA 3 hapmakoneiHum
cTaHgapToM nperabaHiny, 3amicTb
po6oyoro cTaHaapTy BUPOGHUKa -
«BTpaTa B Maci npu BUCYLLYBaHHI»
BiANOBIAHO A0 MOHOrpadii
3aMiHeHO Ha po3gin «Boga» -

«KinbKiCHe BU3HaUYeHHs», Ta

«EHaHTiOMepHa uncToTa»
aHasNTUYHI MeToAMKY BiANoBIAHO

[0 MoHorpadii - po3gin «R-

i3oMep» 3amiHeHO Ha
«EHaHTiOMepHa uncToTa»

124.

OrPAHIA®

kancynu no 150 wmr, no
10 kancyn y 6nictepi; no
3 6nicTepu y naywi

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMarepianis:3miHu | Tuny —
BUIYYEHHS 3i cneumadikauii Ta
MeTogiB KOHTposo AdI

3a peyenmom

UA/15217/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MperabaHiny nokasHuka «Baxki
MeTasin»; 3MiHU | Tuny - 3MiHK 00
MeTOANKM BUNPO6yBaHHS AD|
MperabaHiny 3a NoKasHUKOM
«MikpobionoriyHa uncrota», a
came BWYYEeHHs! BUKNAOEeHHS
METOAVIKM, NNLLE 3/TNLLIEHO
BiAnoBigHe NOCUIaHHA Ha
3arasibHy cTatTio AdPY, kputepii
NPUAHATHOCTI HE 3MIHUANCS; 3MiHN
| TMNYy - 3mMiHK 0o cneuudikavii
A®| MperabaHiny 3a NOKasHUKOM
«Onue», Wwo 06ymoBeHo
npvsefeHHsaM Ao sumor EP ta
[OKyMeHTaLii BUpo6HUuka, a came
3 «KpucTasTiyHMii NOPOLLIOK Bif,
6inoro [0 maibke 6i10ro Konbopy»
Ha «lopoLuok 6inoro abo maixe
6is10ro Ko/Ibopy»; 3MiHM | TUNy -
nogaHHa oHossieHoro CEP RO-
CEP 2016-189-Rev 03 gns Ad®|
MperabaHiny Bif 3aTBEPAKEHOTO
BMpoGHMKa Zhejiang Huahai
Pharmaceutical Co., Ltd. Kutaii, sk
Hacnifgok, cneumdikauiio Ta
aHasliTUYHI MEeTOAMKM 3a
nokasHukamu «CynposigHi
Jomilwkm» Ta «3KOP» npuBefeHi y
BiANOBIAHICTb 40 BUMOT
BMPOGHMKA; 3MiHW | Tuny -
npuBefeHHs cneumndikauii Ad|
Mperab6aHiny y BiANOBIAHICTL A0
BMMOr MoHorpadii EP 3a
nokasHukamu: «lgeHTudikawis» -
MPONOHYETLCA NPOBOANTY
NOPIBHSHHSA 3 hapmakoneiHum
cTaHgapToM nperabaHiny, 3aMmicTb
po6oyoro cTaHaapTy BUPOGHMKa -
«BTpaTa B Maci npu BMUCYLLYBaHHI»
BiANOBIAHO A0 MOHOrpadii
3aMiHeHO Ha po3gin «Boga» -
«KinbKiCHe BU3HaUYeHHs», Ta
«EHaHTiOMepHa uncToTa»
aHasNiTUYHI MeToAMKY BigNoBIAHO
[0 MoHorpadii - po3gin «R-
i3oMep» 3amiHeHO Ha
«EHaHTiOMepHa uncToTa»

125.

OrPAHIA®

kancynu no 300 mr; no

AT "dPapmak”

YKpaina

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiHnX

3a peyenmom

UA/15217/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

10 kancyn y 6nictepi; no
3 6nicTepu y navi

mMarepianis:3miHu | Tuny —
BUIYYEHHS 3i cneumdikauii Ta
MeTofiB KOHTposo ADI
MperabaHiny nokasHuka «Baxki
MeTasIn»; 3MiHU | Tuny - 3MiHK 00
MEeTOANKM BUNPO6yBaHHS AD|
MperabaHiny 3a NoKkasHUKOM
«Mikpob6ionoriyHa uncrota», a
came BWYYEeHHs1 BUKNAOEeHHS
METOAVIKM, NNLLE 3/TNLLIEHO
BiAnoBigHe NOCUMNaHHA Ha
3arasibHy cTatTio AdPY, kputepii
NPUAHATHOCTI HE 3MIHUANCS; 3MiHN
| TMNYy - 3mMiHK 0o cneuudikavii
A®| MperabaHiny 3a NOKasHUKOM
«Onue», Wwo 06ymMoBeHo
npvsefeHHsaM Ao sumor EP ta
[OKyMeHTaLii BUpo6HUuka, a came
3 «KpucTasTiyHMii NOPOLLIOK Bif,
6inoro [0 maibxe 6i10ro Konbopy»
Ha «lopoLuok 6inoro abo maixe
6i/10ro Ko/Ibopy»; 3MiHM | TUNY -
nogaHHa oHossieHoro CEP RO-
CEP 2016-189-Rev 03 ana A®l
MperabaHiny Bif 3aTBEPAKEHOTO
BMpo6HMKa Zhejiang Huahai
Pharmaceutical Co., Ltd. Kutaii, sk
Hacnifgok, cneumdikauiio Ta
aHasliTUYHI MEeTOAMKM 3a
nokasHukamu «CynposigHi
Jomilwkm» Ta «3KOP» npuBefeHi y
BiANOBIAHICTb 40 BUMOT
BMPOGHMKA; 3MiHW | TUny -
npuBefeHHs cneumndikauii Ad|
Mperab6aHiny y BiANOBIAHICTL A0
BMMOr MoHorpadii EP 3a
nokasHukamu: «lgeHTudikawis» -
MPONOHYETLCA NPOBOANTY
NOPIBHSIHHSA 3 hapmakoneiHum
cTaHgapToM nperabaHiny, 3amicTb
po6oyoro cTaHAapTy BUPOGHMKa -
«BTpaTa B Maci npu BUCYLLYBaHHI»
BiANOBIAHO A0 MOHOrpadii
3aMiHeHO Ha po3gin «Boga» -
«KinbKiCHe BU3HaUYeHHs», Ta
«EHaHTiOMepHa uncToTa»
aHasNiTUYHI MeToAMKY BiANoBIAHO
[0 MoHorpadii - po3gin «R-
i3omep» 3aMiHEHO Ha
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«EHaHTiOMepHa uncToTa»
126. | O3YPAEKC® iMnnaHTat ans AnnepraH IpnaHgis AnnepraH IpnaHgis BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/12292/01/01
iHTpaBiTpeabHOro dapmacbloTikans dapmacbioTikans marepianis:3minm Il Tvny - 3a
BBefeHHs, 700 mkr, no 1 IpnaHgjs IpnaHgjs pesynbtatamu ekcnepTnsu
annikaTopy, Lo MiCTUTb HaJaHux martepiasnis
iMnnaHTar, pasom 3 BCTAHOB/IEHO, LLO: 3asBHVKOM
nakeToM-norimHa4em HafaHo JeTasIbHWIA ONncC cucTemmu
BOJIONY, Y Naker i3 ynpaBliHHA pU3nKamu y BUrnsgi
dhonbru; no 1 nakety i3 OHOB/IEHOrO MNaHy ynpasiHHA
hONbIv B KAPTOHHIN pu3ukamu Bepcia 10.0 ans
Kopobui nikapcbkoro 3acoby O3ypaekc®,
iMnnaHTart gns iHTpasiTpeanbHoro
BBefeHHs, 700 mkr; no 1
annikaTopy, Lo MiCTUTb
iMnaHTaT, pasom 3 nakeTom-
norMHayYem BOOrY, y NakeT i3
donbru; no 1 nakety i3 honbru B
KapTOHHI/ Kopo6Li. 3MiHM BHECEHO
o vactuH: Il "Cneumndikauis 3
6e3nekun”, Il "MnaH 3
hapmakoHarnagy", V "3axogu 3
MiHimi3auii pusukis”, VI "Peslome
nnaHy ynpasniHHA punkamu”
BiANOBIAHO 40 OHOBNEHOI
iHchopmawuii 3 6e3neku gitovoi
peyoBuHU, Ta 3rigHo 3 Guideline
on good pharmacovigilance
practices (GVP) Module V — Risk
management systems (Rev 2)
127. | OKCOI/IH- Masb, 2,5 mMr/r; no 10ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/6926/01/01
AAPHULA Ty6i; mo 1 Ty6i B navw,i "apmaueBTnyHa "hapmMaueBTNYHa mMartepianis:BUNPaBNEHO TEXHIYHY

ipma "OapHuus”

ipma "JapHuus”

NOMWIKY Y TEKCTi MapKyBaHHS
BTOPUHHOI YNakoBKM NiKapCbKoro
3acoby: 3aTBepaeHo: 3.
MEPENIK AOMNOMDKHWNX
PEYOBWH [lonomikHi pe4oBUHY:
kicnota 6eH3oliHa (E 210),
rnosioKkcamep, Makporony
LeTtocTeapwioBuii eqoip, cnmpT
LeTocTeapwioBuiA, onis
MiHepa/bHa, napadiH,
nponineHrnikonb. 3anponoHOBaHo:
3. MEPENIK AOMOMDPKHNX
PEYOBWVIH [onomixHi pe4oBUHN:
KncnoTa 6eHsoiiHa (E 210),
rosiokcamep, Makporosny
LeTocTeapwioBuii eqip, cnmpt
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LeTocTeapwioBuii, napadiH
pigkuii, napacpiH TBEpANIA,
nponisieHrNikoNb. 3asHaveHe
BMMNpaB/IEHHS BiANoBifae
marepianam peecTpauiiHoro
[0CbE

128.

ONNA30/Tb®

aepo3osib, Mo 60 ry
6anoHi 3 knanaHom
6e3nepepsHoi Aji; no 1
6as10Hy 3 HacafKot Ta
3aXMCHUM KOBMa4ykom B
nadui 3 KapToHy

AT "Ctoma"

YKpaiHa

AT "Ctoma"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3miHu 1l Tuny - 3MiHn
3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUpOGHMKa
BUXiAHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpOo6HUYOMY npoueci AdDl, abo
3MiHa BMPOGHWMKa (BKOUaoun, ge
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sKOCTi) APl (3a
BifCYTHOCTi cepTudiikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepxeHoMy
[ocbe)(BBEAEHHA HOBOrO
BMpO6HMKa APl 3 HaaHHAM
MacTtep-chaiina Ha Adl) -
BBE/EHHS a/lbTEPHATVBHOMO
BMpOGHMKa ans A®l Kucnotu
60pHOI «Sujata Chemicals», IHAjsA
3arBeppxeHo: 3AT «XK Bop»,
Pocis 3anponoHoBaHo: 3AT «['XK
Bop», Pocis; «Sujata Chemicals»,
IHais

6e3 peyenma

UA/0790/01/01

129.

ONNA30/1b®

aepo3o/b, Mo 60 ry
6anoHi 3 kKnanaHom
6e3nepepsHoi Aji; no 1
6as10Hy 3 HacafKot Ta
3aXMCHUM KOBMa4yKom B
nadui 3 KapToHy

AT "Ctoma"

YKpaiHa

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
martepianis: 3miHu | TUnYy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiNIbHOCTI
BMPOGHMKa (BK/tOYaouu, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTI), a60 BNnacHuKa
mMacTep-gharina Ha Adl, abo
noctavasibHvka A®Il/BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
MPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudpikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepxeHoMy
[ocbe, abo BMPOBHUKA HOBOI

6e3 peyenma

UA/0790/01/01
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

[L,0MOMIXHOT peYyoBUHU (SIKLLO
3a3HayeHo Yy [10CbE) - 3MiHa
HaliMeHyBaHHs1 BUPOBGHMKa AiHo40T
peyoBuHN XopamdieHikony.
3aTtBepmkeHo: «Northeast General
Pharmaceutical Factory», Kutaii;
3anponoHoBaHo: «Northeast
Pharmaceutical Group Co., Ltd.»,
KnTaii.

UA/6108/01/04

130.

ONTAP® 4MI"

TabneTkun no 4 mr no 30
TabneTtok y 6nictepi; no
1 6nicTepy B KApTOHHIl
Kopobui

BEP/NIIH-XEMI Al

HimeuunHa

A. MeHapiHi
MaHyakTypiHr
NoricTikc eng
Cepsicec C.p.J1,,
ITania (BMpo6HMLTBO
"in bulk", nakyBaHHs,
BMMYCK cepii); A.
MeHapiHi
MaHyhakTypiHr
JloricTikc eHp,
Cepsicec C.p.J1.,
ITania (koHTponb
cepii); Aomne
PapmaueyTiui
C.n.A,, lTania
(koHTpOnb cepii)

ITanis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:3MiHu | Tuny -
BMPOBaXEHHA a/IbTEPHATUBHOI
MeTOAVKN BUNPOGyBaHHSA 3a
NMOKA3HMKOM «PO3UYMHEHHSI»
meTogom BEPX. BBefeHHs 3miH
npoTArom 6-Tu MicAUiB 3 gaTu
3aTBEPMKEHHS; 3MiHM | TURY -
BMPOBaXEHHA a/IbTEPHATUBHOI
MeTOAVKN BUNPOGYBaHHSA 3a
NOKA3HNKOM «CYMYTHi JOMILLKM»
meTogom BEPX. BBefeHHs 3miH
npoTArom 6-Tu MicAUiB 3 AaTu
3aTBEPMAKEHHS; 3MiHM | TNy —
BMPOBaXEHHA a/IbTEPHATUBHOI
MeTOAVKN BUNPOGYBaHHSA 3a
NoKasHUKaMm «KinbkicHe
BM3HAYEHHS» Ta «OAHOPIAHICTb
OVHULb A03YBaHHS» METOA0M
BEPX. BBefeHHS 3MiH NPOTSArom
6-Tv1 MicAUIB 3 gatu
3aTBEPMKEHHS; 3MiHW | TNy —
BAJOCKOHA/IEHHA MEeTOANKN
BMNPOGYBaHHSA ideHTUdiKauii, a
came 3aMiHa MeTOANKM
BU3HAYEHHS ifeHTudikayii 3 TLX
Ha BEPX/Y® 3 giogHO-mMaTpuyHum
aetektopom (AMJ). BeegeHHs
3MiH NPOTArom 6-TM MicAliB 3 gatn
3aTBEPMKEHHS; 3MiHN | TUNY —
nogaHHsa oHosieHoro CEP Ne R1-
CEP 2006-243-Rev 03 gns Ad|
rniMennpuny Big 3aTBEPAKEHOr0
BMpo6HMKa SV PRIVATE LIMITED
IN (3aTBepaxeHo: R1-CEP 2006-
243-Rev 02); 3mibu | Tvny —
BWYyYEHHA 3i cneuudikauii Ha
TepMmiH npugaTtHocTi N3
rnokasHuka — Aomillka kapbamar.

BBefleHHs 3MiH MPOTSAroM 6-Tui

3a peyenmom

146




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MicsiLiB 3 AaTy 3aTBEPAKEHHS
131. | ONNITAP® 6MI Tabnetkun no 6 mr no 30 BEPNIH-XEMI Al HimeuyunHa A. MeHapiHi ITania BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/6108/01/05
Tabnetok y 6nictepi; no MaHyhakTypiHr marepianis:3minu | Tuny -
1 6nicTepy B KapTOHHIl NoricTikc eHa BNPOBaMKEHHS a/IbTepHATUBHOT
Kopobui Cepsicec C.p.J1,, MEeTOAMNKM BUNPOBYBaHHA 3a
ITania (BMpo6HMLTBO NMOKA3HNKOM «PO3YNHEHHA»
"in bulk", nakyBaHHs, meTogom BEPX. BBegeHHS 3MiH
BUnNyck cepii); A. NpoTArom 6-Tv MicauiB 3 gatu
MeHapiHi 3aTBEPMKEHHS; 3MiHK | Tuny -
MaHyhakTypiHr BMNPOBaXEHHA a/lbTepHaTUBHOI
NoricTikc eHp, MEeTOAMNKM BUNPOBYBaHHA 3a
Cepsicec C.p.J1,, NMOKa3HUKOM «CYMYTHi JOMILLKMN»
ITanis (koHTponb meTogom BEPX. BBefieHHs 3MiH
cepii); Jomne NpoTArom 6-Tu MicauiB 3 gaTu
dapmaueyTiui 3aTBEPMKEHHS; 3MiHN | TUNY —
C.n.A,, Itania BMNPOBaXEHHA a/lbTepHaTUBHOI
(koHTpONb cepii) MEeTOAMNKM BUNPOBYBaHHA 3a
noKasHUKaMm «KinbkicHe
BM3HAYEHHS» Ta «OAHOPIAHICTb
OVHWLb [O3YBaHHS» METOA0M
BEPX. BBeAeHHS 3MiH NpOTArom
6-Tn MicAuiB 3 gatn
3aTBEPMAKEHHS; 3MiHM | TNy —
BLOCKOHa/IEHHS METOAUKN
BMNPOGYBaHHS ideHTUdikauii, a
came 3amMiHa MeToANKM
BM3HAYeHHs igeHTudikayii 3 TLUIX
Ha BEPX/Y® 3 giogHO-MaTpuyHUm
netekrtopom (AM[). BBeaeHHs
3MiH NpoTArom 6-Tn micsuis 3 gatm
3aTBEPMKEHHS; 3MiHW | TNy —
nogaHHsa oHosneHoro CEP Ne R1-
CEP 2006-243-Rev 03 ans Adl
rniMenvpuy Bif 3aTBEpPAXKEHOro
BUpo6HuKa SV PRIVATE LIMITED
IN (3arBepaxeHo: R1-CEP 2006-
243-Rev 02); 3mitu | Tvny —
BW/IYYeHHSs 3i cneuudikauii Ha
TepMiH npugatHocTi M3
nokasHuka — foMilKa kapbamvar.
BBefeHHA 3MiH NPOTArom 6-1u
MiCSLIiB 3 AaTV 3aTBEPAKEHHS
132. | ONATAHON® Kpansi oyHi, 1 mr/mn; no Hosaprtic ®apma Al LLiBefiuapis AnkoH Kysi, C.A., Benbris BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/4986/01/01
5 mMn y chnakoHi- IcnaHis; AsKOH- MaTepianis:3aMiHum | Tuny - 3amMiHM 40
KyBpbop meToais koHTponto N3, a cave

KpanenbHuui "fipon-
TeliHep®"; 1 abo 3
hnakoHu-kpanenbHuLi B
KOpoOL,i 3 KapTOHY

0o metogy «BEMET-00484» ons
KiNIbKICHOrO BU3HA4YEeHHS
ononataguHy (y Burnsgj

rigpoxaopuay) Ta CynyTHixX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peyoBuH 3a gonomoroto BEPX, a
TakoX pefakLiiiHi npaBkn Ao
po3ainy 3.2.P.5.2. AHaniTuyHi

meToamkm Ta 3.2.P.5.3. Banigauis

aHaNTMYHUX MeToauK (BUAaieHo
y3arasibHeHuii onuc MeToavk Ans
YHVKHEHHS Ay6nt0BaHHA
iHdbopmawii)

133.

OPHIAA30/-
HOBO®APM

po34nH ANns iHgysili, 5
mr/mn no 100 mny
naswui; no 1 nasawuiy
nauui

ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
thipma "HoBodhapm-
BiocuHTes"

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
thipma "HoBochapm-
BiocuHres"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:3MiHu | Tuny - 3mMiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy - 3MiHM BHECEHO

B M. 17 TEKCTY MapKyBaHHA
yNakoBKM NiKapCbKoro 3acoby
LLIOA0 HAsABHOCTI rpadpivHmX
306paxeHb (BKHOYAKOYM STIOTOTHIM).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS

3a peyenmom

UA/16647/01/01

134.

OTUHYM

Kpanni ByLHi, 0,2 r/r no
10 r y donakoHi; no 1
h/1aKoHY B KapTOHHii
Kopobui

MEJOA ®apma M'mbeX
eHfa Ko. Kl

Himeyunna

Aii-Ci-EH Monbha
XKewys AT

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu | Tuny - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeeneHHs abo

3MiHM [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarniagy
(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy apmakoHarnsgy,
3MiHa yNOBHOBaX€EHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifMiHHa Bif, yNOBHOBaXXeHO|
ocobw, BignoBiganbHoI 3a
34jiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - 3amiHa

YNOBHOB&XEHOI 0CO6U 3asIBHYKA,

BiANOBIAa/IbHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis — Dr Eiko

Soehlke, MD MPH. 3miHa

KOHTaKTHUX JaHnX YNOBHOBaXKEHOT

0cobw, BignoBiganbLHoI 3a

6e3 peyenma

UA/1364/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6¥ yNnoBHOBaXKeHOI 0cobu,
BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.
3MiHa MicLLe3Haxo4KeHHs MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa Micus
3[jl/iCHEHHSI OCHOBHOI AiA/IbHOCTI 3
dapmakoHarnsgy

135.

OTPUBIH EKCTPA

cnpeii HasaslbHUiA,
[o30BaHuii no 10 mn y
chnakoHi 3 403yUnM
NPUCTPOEM; Nno 1
pNakoHy B KApTOHHIl
nauui

'CK KoHcbtomep
Xenckep C.A.

LLiBeiiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOBA&XEHOI 0CO6M 3as1BHYKA,

BiANOBIA&/IbHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pefakuis — Ap.
VeHc-Ynbpix LLTermanH / Dr.

Jens-Ulrich Stegmann, MD. 3miHa

KOHTaKTHUX JaHWX YNOBHOBaXXEHOT

ocobu, BiAnoBifabHOI 3a
thapmakoHarnag. 3mMiHa Homepy
Ta MiCLle3HaxoKeHHs1 macTep-
thaiina

6e3 peyenma

UA/13560/01/01

136.

O®JIOKAIH-
BAPHULA®

Masb Mo 15 ra6o no 30 r
y Ty6i; no 1 Ty6i y nauwi;
no 500 r a6o no 1000 r y
6aHKax

MpAT
"GapmateBTuyHa
ipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:3MiHu | Tuny -
BWyYEHHS BUPOOHMKA Ajtoyoi
peyoBuHM JligokaiHy rigpoxnopug,
Delta Synthetic Co., Ltd., Taiwan;
3MiHM | Tuny - 3miHa y

3a peyernmom

UA/7088/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cneuudikauii Ta meTogax
BMNpo6yBaHHA A®I, a came
pefakLiiiHi NpaBKM A0 NOKA3HUKIB :
«laeHTudikauia A»,
«lgeHTudikauis B»,
«laeHTudikauia C», «Mpo3sopicTb
PO34MHY», «pH pO3unHy>»,
«CynposigHi JoMilLKn», «Bofa»,
«MikpobionoriyHa uncrota»,
«KinbKicHe BU3HAYEHHS»,
«3a/NLLKOBI KiNIbKOCTi OpraHivyHnx
PO34nHHKKIB». B MKSA ans
BXifJHOrO KOHTPOJII0 BPaxoBaHO
YTOYHEHHS Ha3BK Aitoyoi
peyoBuHM (6€e3 3MiHK fitoyoil
peyoBMHM) BIAMOBIAHO A0
€Bponeiicbkoi Papmakoner;
CYNyTHS 3MiHa - 3MiHM 3 SIKOCTi.
A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUIXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPO6HULTBA ADI; 3MiHK | TUNY -
BUJTyYEHHSA HE3HAYHOTO NOKA3HUKA
AKocTi 3i cneundikauii A®l, a came
T. «Baxki MeTanu»; 3MiHu | Tuny -
BUJTyYEHHSA HE3HAYHOTO NOKa3HUKA
AKocTi 3i cneundikauii A®l, a came
T. «*AHOM&a/IbHa TOKCUYHICTb»

137.

nAKCUn™

TabneTkn, BKPUTI
o060noHkoto, no 20 wr;
no 14 tTabneTtok y
6nicTepi; no 2 6nictepn
Y KapTOHHIli kopobLi

"nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benuvka
BpuTaHis

nakcoCmiTKnsiiH
PapmacboTVKan3
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
Lofo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo

BOHa BifjMiHHa Bif, yNOBHOBaXEHOT

ocobwu, BiAnoBiganbHOI 3a

3a peyenmom

UA/8573/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pepakuis — Ap.
VeHc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXXEHOT
0ocobw, BignoBigasibHOI 3a
hapmakoHarnsag. 3miHa Homepy
Ta MicLe3HaxoMKeHHs MacTep-
haiina

138.

MAHTEHON

Tabnetku no 100 mr, no
20 a6o 50, a6o 100
TabneTokK y CKASHOMY
donakoHi; no 1 dpnakoHy
B KapTOHHIi nayu,i

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e MmM6X
ApuHarimiTTens

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
martepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpadiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460). 3MmiHu |
MRy - 3MiHN WoA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHus abo
3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
hapmakoHarnagy). 3miHa

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
thapmakoHarnag. ditova pefakuis:
Petra Gerecke. MponoHoBaHa
pepakuis: Heuali Mapis MNaeniBHa.
3MiHa KOHTaKTHUX AaHuX

YMNOBHOB&XEHOT 0CO6M 3as1BHMKA,

6e3 peyenma

UA/11523/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigasibHOI 3a
thapmakoHarnsag. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifA/IbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxoKeHHs: MacTep-
thaiina Ta ioro Homepa.

139.

NAPOKCETUH

Tabnetku no 20 wmr, no
10 Tabnetok y 6nictepi;
no 3 6nictepn y
KapTOHHIA Kopoo6Li

Megokemi NT/,

Kinp

Megokemi NTA
(3aBog AZ)

Kinp

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:3MiHu | TUNy - 3MiHM 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa napameTpis
crneundikauiii Ta/abo gonycTuMmx
MeX roTOBOro /liKapCbKoro 3acoby
- NpUBELEHHS NePIOANYHOCTI
KOHTPO/HO 3a NOKa3HUKOM
"MikpobionoriyHa unctota" go
peecTpauiiHnx matepianis
BMPO6HUKa: Mikpob6ionorivyHmi
KOHTPO/b HE € PYTVHHUM TECTOM:
TECT NPOBOAMTLCS Ha KOXHii 10-i1
cepii abo KoxHi 6 micauis, B
3a/1eXXHOCTI Bif TOro, L0 HacTaHe
paHiwe

3a peyenmom

UA/1498/01/01

140.

NAPOKCETUH

Tabnetku no 20 mr, no
10 TabneTok y 6nicTepi;
no 3 6nictepu y
KapTOHHI KopoobLi

Megokemi IT],

Kinp

Megokemi 1T
(3aBog AZ)

Kinp

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:3MiHu | TUny - 3MiHK
BHECEHO B IHCTPYKLUito Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Mo6ivHi peakuii” BignNoBigHO A0
OHOB/IEHOT iHdhopMaLii 3 6e3neku
3acTOCyBaHHSA Ait0H0i PeYOBUHU
nikapcbkoro 3acoby ( Wwoao
PO3BUTKY MIKDOCKOMIYHOTO KONITY).
BBefeHHs 3MiH npoTaram 3-x
MiCAILiB 3 AaTy 3aTBEPKEHHS;
3MiHW | TUMY - 3MiHWM BHECEHO B
IHCTpYyKUit0 AN MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby
[0 posginis "OcobuBocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyHi peakuyji”
Bi4NOBIAHO A0 OHOB/EHOT
iHhopMaLii 3 6e3neku
3aCTOCYBaHHS Ajil040i PeYOBUHM
nikapcbkoro 3acoby (Loao
306i/IbLUEHHS PU3KKY PO3BUTKY
nicnsnonoroBoi KPoBoTEUi).
BBefEeHHA 3MiH NPOTAroMm 3-X

3a peyernmom

UA/1498/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MiCALIB 3 AaTV 3aTBEPAKEHHS
141. | NAPOKCWVH TabneTku, BKPUTI TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/3184/01/01
MnNiBKOBOIO 060/I0HKOID, YKPAIHA" marepianis:3aMiHun | Tuny —

no 20 wr; no 10
Tabnetok y 6nictepi; no
3 abo 6 bnicTepiB y
KapTOHHI navu,i

BBE/EHHS NepiogNYHOCTI
KOHTpOsto /13 3a NoKasHUKOM
«MikpobionoriyHa uncrota», a

came KOHTPO/1b 3AIACHIOETLCA Ha
nepLuiii cepii y poui Ta He pigLe,
HDX Ha KOXHI 5 cepii; 3miHu | Tuny
- 3MiHV 4,0 METOANKM
BUNpo6yBaHHsa 13 3a
nokasHukom «CynposigHi
OOMILLKV», O 06YMOB/IEHI
OHOBJ1IEHHSIM MOHOrpadii EP
Paroxetine Hydrochloride
Hemihydrate. B moHorpadii,
BuAaHHa 10.5, Big6ymcsa 3MiHn y
po3gaini «CynpoBifHi AOMILLKM», &
came 3MiHEHO NPUroTyBaHHS
PO34MHY NOPiBHAHHSA (b) i3
BMKOPVCTAHHAM IHLLOI HaBaXKM
CTaHfapTHoro 3pasky Paroxetine
for system suitability; 3miHun | TUny
- 3MiHa y 3aTBEpKEHIVi MeToauLi
BMNpo6yBaHHA 13 3a
NoKasHNKOM «KinbkicHe
BM3HAYEHHS», a came 3aMiHa
aHaniTM4HOT kKonoHkKn Shherisorb
C6 Ha Zorbax TMS, npvBefeHHs
KOHLLeHTpaLii NapoKCeTUHy y
BMNPO6YBaHOMY PO34UHI A0
BiANOBIAHOT KOHLEHTpauii y
PO3UMHI NOPIBHAHHS, @ TaKoX
3MiHV NanepoBux ibTPIB CUHSA
CTpiyka Ha membpaHi inbTpU 3
agiameTtpom nop 0,45 MKM; 3MiHn |
Tuny - 3 po3giny 3.2.P.5.1.

Cneuudpikaulisi BU1y4yeHo
cneumdikaLito A1 KOHTPOO
Tabs1eTok Hepo3acoBaHMx Ta

13 NpOTArom BMBYEHHSA

CTabiNbHOCTI, 3a/IMLLIEHO

cneuudikauii nuwe ansa M3 Ha
BUMYCK Ta NPOTArOM TEPMiH
NpUAATHOCTI; 3MiHK | TMny -
BUJTYYEHHS NOKa3HMKa
«TPaHy/IOMETPUYHWNIA cknag» 3
pO34iNiB peecTpaLliiiHOro A0Cbe
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3.2.P.3.4. KOHTPO/Ib KPUTUYHUX
cTagiiii i NpoOMiXHOT NpoayKLii Ta
3.2.P.3.5. Banigauisi npouecy
Ta/abo oro ouiHKa, L0 NoB’A3aHo
3 TUM, WO AaHWii NoKa3HUK byB
BHECEHWI1 noMunkoBo. Mpouec
BMPOGHMLTBA /13 BigbyBaeTbCs 3
BUKOPVCTaHHAM MeTofy NpsMoro
npecyBaHHs, TakuM YNHOM
KOHTPO/TIOBAHHS NOKa3HUKa
«rpaHy/IOMeTPUYHUIA cKnag» He €
TEXHO/OTYHUM NOKa3HNKOM A5
Macu ana TabneTtyBaHHs; 3MiHu |
TUNY - YTOYHEHHS iHpopmaLii
CTOCOBHO HaHECEHHS! HoMepy cepil
Ta TepMiHy NpyUAAaTHOCTI Ha
cTagiax «PacyBaHHsA» Ta
«MakyBaHHsI», 10 06YMOBEHO
TEXHOMOTYHOK MOX/IUBICTIO
HaHeCceHHs1 Homepy cepii Ta
TepMiHy nNpugaTHoCTi — MeTOA0M
[PYKY B JIONOBHEHHSA [0 MeToay
HaHEeCeHHs BiATUCKY, L0
cTocyeTbcs po3ginis 3.2.P.3.3.
Onuc BMpobHMYOro npouecy Ta
KOHTpoOsIto npouecy., 3.2.P.3.4.
KOHTPO/b KpUTUYHKX CTagild i
npoMixHoi npoaykuii, 3.2.P.3.5.
Banigauisi npouecy Ta/abo ioro
OUiHKa; 3MiHu | Tuny -
3aTBepxeHHa MKA 13
YKpPaiHCLKOH MOBOK

142.

MENAPTOHII
KOPEHIB )
EKCTPAKT PIKMIA

eKCTpaKT piakui
(cybcTaHuis) B 604kax
noniMepHuUx ans
BMPOGHMLITBA
HecTepuIbHNUX
nikapcbknx oopm

NAT "Tannacpapm”

Ykpaina

AT "Tannacpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:3miHu | Tuny - 3mMiHu 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y napameTpax cneuudikawiii
Ta/abo fonycTMMmnX Mex,
BM3HAYeHNX y cneyndikauisx Ha
A®I, ab0 BMXigHWA/NPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYHOTHLCS Y NPOLEC
BMPO6HMLTBA ADI; cynyTHA 3miHa:
3MiHu 3 axocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOTO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoOLeCi
BMpo6HULUTBA AP (iHLWi 3MiHK Y

UA/13776/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mMeToAax BUNPoGyBaHHSA
(BKTHOYatOUM 3aMiHy abo
[0noBHEHH:) A®| abo
BUWXIiAHOr0/MPOMIXXHOIo NPoAyKTY)
(B.1.6.2. (r),IB) - BHECEHHS 3MiH Y
peecTpauiiiHe gocbke (niapo3ain
3.2.5.2.3. KoHTponb Matepianis)
noB's3aHe 3 HeoOXiAHICTIO
npuBefeHHs cneuudikauii Ta
meToZiB koHTponto EtaHon (96%)
y BignoBigHicTb Ao BuMor EP/A®Y,
Aitoye BugaHHs; 3minv | Tuny -
BW/TyYEHHS 3 peecTpaliiiHoro
pocbe (nigposain 3.2.S5.2.3.
KoHTposnb maTtepianis)
iHhopmawuii, Wwoao Ha3su
BUPOOGHMKa peareHTy
(3aTBEpPAXEHO: KOHLEepH
«YKpPCNMpT»), y 3B'A3KY i3
nepiognuyYHNMK 3mMiHaM1 Ha3B
BMPOGHWKIB peareHTiB, OCKiNIbKM
cneuudikauis Ta MeToan
KOHTPO/IO SAKOCTi IAEHTUYHI ANns
BCIX BUPOBHWKIB

143.

MEPrOBEPIC®

MOPOLLIOK Ta PO3UYUNHHUK
NS po34nHy Ans
iH'ekuin; 1 abo 3
dh1aKkoHW 3 MOPOLLKOM Y
KomnnekTi 3 1 abo 3
onakoHamu 3 1 mn
po34nHHMKa (Boga Ans
iH'EKLiI) Y KOHTYpHIN
YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIli YapyHKOBIli
ynakoBLi B Kopobui; 5
h/1aKOHIB 3 MOPOLLKOM Y
KOMNNekTi 35
hnakoHamu 3 1 mn
po3unHHKKa (BOAa Ans
iH'EKLi) Y KOHTYPHIN
YapyHKOBIli ynakoBLyj; no
2 KOHTYpPHi YapyHKOBI
yMakoBKM B KOpOOLi

Apec TpeiigiHr C.A.

LLiBefiuapis

Mepk CepoHo C.A,,
BIAAINEHHA Y M.
O6OHH

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:3MiHu | TUNy - 3MiHM 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHuN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHs AifibHUL,
Ha SKii 34jCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
3MiHa NpoBOANTLCA ANS
36ibLUEHHA BUPOOHNUNX
NOTY)XXHOCTEl Ta NiABULLEHHS
THYYKOCTi BUPO6HMLITBA. HOBWMiA
BMPOOHUK BUKOPUCTOBYE Ti X cami
cneyudikauii Ta MmeToau
KOHTPOJIH0 AKOCTi PO3UYMHHUKA, L0
BiANOBIAA0TL BUMOram
€Bp.dapm., WO Ii 3apeecTpoBaHuii
BUpo6HMK Mepk CepoHo C.A.,
BigaiNneHHA y M. OGOHH,
LLiBeiiuapisi; 3MiHK | TURY - 3MiHK Y
npoueci BUpo6HULTBA, a came
YTOYHEHHS! YMOB BMPOGHMLITBA Ha
060X BUPOBHNYNX AINbHULAX

3a peyenmom

UA/10624/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

PO34MHHKKA, (3anpONOHOBAHO:
Temneparypa geniporeHisavii
dhnakoHis 300 °© C), a Takox
pejakuiiHa npaska: y 6/10k-Cxemi
BMPOOHULITBA Ta ONUCI
BMPOGHMLTBA LLIOAO eTanis
nonepeaHbOI cTepunizauii npo6ok
donakoHiB ramMma-
BWMNPOMIHIOBaHHAM (He MeHLwe 2,3
Kpeit) Ta MapkyBaHHS, LLIO
NpoBOAATLCA Ha AinbHULI Mepk
CepoHo C.A., BiAfiNEHHA Y M.
O60HH, LLBeluapis; 3MiHu | Tuny -
[ofaBaHHA anbTepHaTUBHOIO
BUPOGHMKA PO3UMHHKKA, KU
BiANOBIAAE 3a BUPOOHMLITBO,
BK/IIOHAK0UM MEPBUHHE NaKyBaHHA
- komnaHis Anbcpacirma C.n.A.,
ITanis, 3anponoHOBaHO:
BUPOBHUK(M) PO3UMHHMKA
(Bpo6HMLTBO in bulk , nepeuHHe
naKyBaHHS Ta KOHTPOJIb SIKOCTI)
Mepk CepoHo C.A., BiffiNneHHs y
M. O60HH, 30H IHAYCTpiENnb ae
N'YpbeTtas, CH-1170 O60HH,
Lseiinapis/ Merck Serono S.A.,
Succursale d* Aubonne Zone
Industrielle de I'Ouriettaz, CH-
1170 Aubonne, Switzerland) a6o
Anbtacirma C.n.A., Bia EHpiko
®epwmil, 65020 AnaHHo
(Meckapa), ITanisa /Alfasigma
S.p.A. Via Enrico Fermi, 1, 65020
Alanno, (Pescara), Italy); 3miHu |
TMny - 3MiHa NoB’A3aHa i3
peecTpauieto anlbTepHATUBHOMO
BMPOBGHMKA PO3YMHHUKA KOMMaHil
Anbcpacirma C.n.A., ITanis.
BBeeHHs1 anbTepHaTUBHOTO
po3mipy cepii 600 000 r (500 000
hNakoHiB) 418 BUPOGHMKA
Anbtacirma C.n.A., Itania go
3aTBEPKEHOro BUPO6GHMKa Mepk
CepoHo C.A. 79200 r (66 000
hnakoHIB) (00 3aTBEPAKEHOrO
PO3Mipy BHECEHO YTOUHEHHS,
OCKiNIbKW Y Ail04OMY [1O0CbE
3a3HavaBcs
"representative"po3mip cepii
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

12000 r (10000 dpnakoHiB)

144.

MIKOCEH®

kancynu, no 10 kancyny
6nictepi, no 1 a6o 3
6nictepn y navui

TOB "AKnN
"dbapmaLeBTnyHA
habpuka"

YKpaiHa

TOB "OKM
"PapmaueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy - BHeceHa
Jopartkosa iHhopmalis B TEKCT

MapKyBaHHS BTOPVHHOI yrakoBKK,
AKa BignoBigae TeKCTy IHCTPYKLT
A5 MeANYHOT0 3acTOCyBaHHSA
nikapcbKoro 3acoby. BBeaeHHs

3MiH NPOTArom 6-Tu MicsiLiB nicns

3aTBEPMKEHHS

6e3 peyenma

UA/18541/01/01

145.

MIKOCEH® MIKPA

renb pexktanbHuii 0,12
r/10 r no 10 r y Ty6i-
KaHtoni no 6 Ty6-kaHob
y nauuj

TOB "OKI
"GapmaleBTuyHa
thabpuka"

YKpaiHa

TOB "OKM
"®apmaueBTnyHa
habpuka"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:3MiHun | Tuny - 3mMiHM
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnagy - BHeceHa
[ofaTtkoBa iHhopmallisi B TEKCT

MapKyBaHHA BTOPUHHOT YNakoBKW,
AKa BiAnoBigae TEKCTY IHCTPYKLT
ONA MeNYHOro 3acToCyBaHHs
nikapcbKoro 3acoby. BeeAeHHs

3MiH NPOTArom 6-Tu MicsLiB nicns

3aTBEPKEHHS

6e3 peyenma

UA/18619/01/01

146.

MIPOKCUKAM

Tabnetku no 0,01 r, no
10 TabneTok y
6nictepax; no 10
TabneTtok y 6rictepi; no
1 a6o 2 6nicTepu B
nauuj 3 KapToHy

NAT
"Ximdhapmsasop
"YepsoHa 3ipka”

YkpaiHa

NAT
"Ximchapm3sasop
"YepsoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnx
mMartepianis:3MiHu | TUNy - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNoBHOBaXeHOI 0cobu,
Bi4NoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKA 4N 34iICHEHHS
thapmakoHarnagy B YkpaiHi, KO
BOHa BifjMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHeHHs1 hapMakoHarnsay
(BKNHOYAIOUN KOHTAKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX [JaHWX YNOBHOBaXEHOT

3a peyenmom

UA/2058/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay

147.

NONIMIK®

TabneTtkn, BKPUTI
060/10HKO0, NO 10
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHIl
ynakoBLi

KYCYM XENTXKEP
NBT T4

IHais

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpavLiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
BHECEHO A0 IHCTpyKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuii" BigNoBIgHO A0
pekomeHpauii PRAC. BBefeHHS
3MiH NpoTArom 3-x micsAuis nicns
3aTBEPLKEHHS.

CynyTHS 3MiHa - 3MiHM LWoAo
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAaui peecTpauiinHoro
nocBigYeHHs, Bkovatoun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHA TEKCTY, AKWIA
NOrOKEHNI 3 KOMMETEHTHUM
OpraHom) - 3MiH/ BHECEHO A0
YyacTuH | "3aranbHa iHhopMauis.
AamiHicTpaTusHi gai, |1
«Cneuudpikauisi 3 6esneku», Il
«[MnaH 3 hapmakoHarnsagy», V
«3axoay 3 MiHiMi3auii pusukis», VI
«Pestome nnaHy ynpaeniHHs
pusvkamun», VII «oaaTku» y
3B’A3KY 3 OHOBJIEHOIO
iHchopmawieto 3 6e3neku gjtoyoi
peyoBMHM 3a pekoMeHAaLlieo
PRAC. BeegeHHs 3MiH NpOTArom
3-X MicsiuiB micnsi 3aTBEPAKEHHS

3a peyernmom

UA/7657/01/01

148.

NMPErA4ON

kancynu no 300 mr, no
10 kancyn y 6nictepi; no
3 6nicTepu B nayi

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BVPOGHWYMNIA LEHTP
"BopLyariBcbKuii
XimiKo-
hapMaLeBTUYHWIA
3aBog”

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
Ximiko-
hapmaLeBTUYHWI
3asop"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu | Tuny - 3miHn 3
AKOCTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHA APl abo
BMXifHOro martepiany/npomMixxHOro
npoayKTy/peareHTy, Wo
BMKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI; CynyTHSA 3MiHa
- 3MiHM 3 AkocTi. A®l. KoHTpob
A®l. 3miHa y napameTpax
crneundikauiii Ta/abo 4onycTuMmx
MeX, BU3HaYeHUX y cneuudikauisx
Ha A®I, abo BMXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wwo

3a peyenmom

UA/16387/01/03

158




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUKOPVCTOBYHOTBCS Y NPOLEC
BMPO6HULTBA ADI - 3MiHN Y
cneumdikauii Ta meTogax
BMNpo6yBaHHA ADI 3a TecTom
Mikpo6ionoriyHa yicToTa’, a came
3MiHM y npo6oniaroToBLi
BMMNPOGYBaHOro 3paska; 3miHu |
TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /IiKaPCbKOro 3acoby.
3MmiHa y meTogax BunpobyBaHHs
roTOBOrO /1iKapCbKOro 3acooby.
3MiHM y MmeTodax BUNpoGyBaHHS
N3 3a TecToM "Mikpo6ionoriyHa
yucroTa", a came 3MiHW y
npo6oniAroToBLji BUNPo6yBaHOro
3paska

149.

NPEAHI3ONOH

ma3b 0,5% no 10 r abo
15 r y Ty6i anomiHiesii;
no 1 1y6i y navyi 3
KapTOHY

NAT
"Ximchapmsasos
"UepBoHa 3ipka"

Ykpaina

NAT
"Ximchapmsasog
"UepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
ofo 6e3snekun/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XEHOT
ocobwu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay

3a peyernmom

UA/2440/01/01

150.

NPECTUNON® 10
MI/10 MIr

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 10 mr/10 mr, no 30
a60 100 TabneTok y
KOHTEliHepi 4ns
Tabnetok; no 1
KOHTeliHepy Ans

Nne NABOPATYAP
CEPBE

PpaHuis

BMPOGHMLTBO,
aHasi3, nepemHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii: Jlabopartopii
Ceps'e IHpacTpi,
PpaHLin; nepBUHHE

PpaHuis/
IpnaHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:3MiHu | TUny - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS

TEKCTy MapKyBaHHs ynakoBKu
nikapcbkoro 3acoby (BuAaneHHs

TEKCTY MapKyBaHHs ynakosku J13

3a peyernmom

UA/15827/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y kopobui 3 Ta BTOpPVHHE 6€3 3a3HaYeHHs OgUHULIb
KapTOHY NakyBaslbHOro nakyBaHHs1, BUNYCK BUMIptOBaHHA y cuctemi Sl)
cepii: CepB'e
(Ipnangis) IHgacTpic
T, lpnaHgis
151. | NPECTUNON® 10 TabneTkn, BKPUTI NeE NABOPATYAP dpaHuis BUPOBHMLTBO, DdpaHuia/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/15828/01/01
Mr/5 M N1iBKOBOK 060/IOHKOLO, CEPB'E aHanis, nepBuHHe Ta IpnaHgjs mMarepianis:3miHu | Tuny - 3MiHK
no 10 mr/5 wmr, no 30 a6o BTOPVIHHE Lofo 6e3nekun/edekTMBHOCTI Ta
100 TabneTok y nakyBaHHs, BUMYCK thapmakoHarnsay - OHOB/IEHHSA
KOHTEliHepi Ans cepii: Jlabopartopii TEKCTYy MapKyBaHHS ynakoBKu
Tabnetok; no 1 Ceps'e IHpacTpi, nNiKapcbkoro 3acoby (BuaasieHHs
KOHTEliHepy Ans ®paHLis; nepBuHHE TEKCTY MapKyBaHHs ynakosku J13
Tabnetok y kopobui 3 Ta BTOpPVHHE 6e3 3a3HayYeHHs OAUHULb
KapTOHY NakyBaslbHOro nakyBaHHs1, BUNYCK BUMIptOBaHHA y cuctemi Sl)
cepii: CepB'e
(Ipnangis) IHgacTpic
Nita, lpnaHgis
152. | NPECTUNON® 5 TabneTkn, BKPUTI NE NABOPATYAP dpaHuis BUPOBHMLTBO, DdpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/15827/01/01
Mr/ 5 MIr N1iBKOBOK 060/I0HKOMD, CEPBE aHasi3, NepBuHHe Ta IpnaHgis mMartepianis:3MiHu | TUny - 3MiHK
no 5 mr /5 mr, no 10, 30 BTOPVIHHE ofo 6e3nekn/edpekTMBHOCTI Ta
ab6o 100 TabneTok y nakyBaHHs, BUMYCK thapmakoHarnsgy - OHOB/IEHHS
KOHTEeliHepi Ans cepii: Jlabopartopii TEKCTY MapKyBaHHA yNakoBKu
Tabnetok; no 1 Ceps'e IHpacTpi, nikapcbkoro 3acoby (BuAaeHHs
KOHTeliHepy Ans ®paHLis; nepBuHHE TeKCTY MapKyBaHHs ynakosku J13
TabneTok y kopobui 3 Ta BTOPVHHE 6e3 3a3HayYeHHs OAVHNLb
KapTOHY NakyBaslbHOro nakyBaHHs1, BUNYCK BUMiptOBaHHA y cuctemi Sl)
cepii: CepB'e
(IpnaHgis) IHpacTpic
T, lpnaHgis
153. | NPECTUNON® 5 TabneTkn, BKPUTI NE NABOPATYAP dpaHuis BUPOBHMLTBO, DdpaHuia/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/15829/01/01
MI/10 MIr NNiBKOBOK 060/0HKOI0, CEPB'E, ®paHuisa aHanis, NepBuHHe Ta IpnaHgis mMartepianis:3MiHu | TUny - 3MiHK
no 5 mr/10 wmr, no 30 a6o BTOPVIHHE ofo 6e3nekun/edekTMBHOCTI Ta
100 TabneTtoK y nakyBaHHS1, BUNYCK chapmakoHarnsgy - OHOBIEHHS
KOHTEliHepi ans cepii: Jlabopartopii TEKCTY MapKyBaHHA ynakoBKu
Tabnetok; no 1 Ceps'e IHpacTpi, nNikapcbkoro 3acoby (BuaaneHHs
KOHTelHepy ans ®paHuis; nepenHHe TEKCTYy MapKyBaHHA ynakosku /13
TabneTok y kopobui 3 Ta BTOPVHHE 6e3 3a3HayYeHHs OaVHNLb
KapTOHY NakyBaslbHOro nakyBaHHs, BUNYCK BUMIptOBaHHA y cuctemi Sl)
cepii: CepB'e
(IpnaHgis) IHoacTpic
NTa, \pnadgis
154. | NPIOPUKC™ | niodpinizat Ans po3unHy "nakcoCmiTKnsiiH Benuka nakcoCmiTKnsaiiH Benebris BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/13694/01/01
PRIORIX™ ans iv'ekuii, 1 Ekcnopt NimiTeq BputaHis Bionopxikans C.A. mMartepianis:3MiHu | Tuny -
KOMBIHOBAHA MOHO0030BUIA (h1akoH peecTpauis BUKOPUCTaHHSA
BAKUVHA OnA (1 po3a) 3 niodpinizatom BWXi4HOT peYOBUHU L-ni3nH
MPO®INTAKTUKN Yy KOMMNAEeKTi 3 MoHorigpoxnopugy (L-Lys HCI/ L-
KOPY, PO34MHHMKOM (BOga ANns Lysine monohydrochloride+ HCI
ENIAEMIYHOIO iH'eKLi1) y monepeaHbo 37%) Big komnaHii Ajinomoto 5K
NMAPOTUTY TA HanoBHEHOMY LUNPULi Ta

a/ibTepHaTnBa 3apeecTpoBaHoOMy
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KPACHYXU [BOMa rosikamu B L-ni3uH gurigpoxnopugy (L-Lys
KapTOHHIA kopobui; 100 2HCI/ L-Lysine dihydrochloride),
MOHOA,0308BUX (1 f03a) LLLIO BUKOPUCTOBYETLCS 5K
donakoHis 3 KOMMOHEHT NOXWBHOIO
niocpinizatom y cepefoBuLLa NPy BUPOLLYBaHHI
KOMMNEKTi 3 BIPYCHUX KyNnbTyp
PO34MHHMKOM (BOAa AN
iH'ekuiin) B amnynax Ne
100 B OKpeMiit ynakoBLi;
1 MynbTU030BUiA
hnakoH (2 posn) 3
nioghinizatom y
KOMMN/IEKTi 3
PO34MHHMKOM (BOAa ANs
iH'ekuili) B amnyni; no
100 wTyk hnakoHiB Ta
amnyn B OKpeMux
Kopobkax
155. | NYPUUUNIH MOPOLLIOK i FpaHyn CeHTpieHT HigepnaHngu CeHTpieHT IHAis BHECEHHS 3MiH [0 peecTpaviiiHnX - UA/14940/01/01
(AMOILUIHY (cy6eTaHuin) y dapmacbioTikan3 dapmacbioTikans mMartepianis:3MiHu | Tuny -
TPUTIAPAT) nonieTnIeHoBmX HesepnaHgac b.B. IHgia MpaiisiT OHOBJ/IEHHS cepTudikarty
naketax gns NimiTen BiANOBIAHOCTI EBpONechbkili
hapMaLeBTUYHOIO hapmakonei Ne R1-CEP 2011-
3aCcTOCyBaHHA 297-Rev 02 ans Aito4oi pevoBrHN
amniyuniHy Tpurigpary Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
(Centrient Pharmaceuticals India
Private Limited, India) Ta 3miHa
MOBW BUKnageHHa MKA 3
POCIfCbKOT Ha YKpaiHCbKy
156. | PA®AXOJIH L, TabneTku, BKpUTI Bpounascbke Monbla BpouiaBcbke Monblwa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/6770/01/01

060n0HkKot0, No 30
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHiIl
ynakoBLi

nigNpPUEMCTBO
nikapcbkunx Tpas
"TEPBANONbL" AT

nignpueMcTBo
nikapcbKkux Tpas
"TEPBANONL" AT

mMartepianis:3MiHun | Tuny - 3mMiHM
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - 3amiHa
po3ainy «IpadivuHe ohopmneHHs
yNakoBKM» Ha Po3fin
«MapkyBaHHsA» MKHA N13:
3anpornoHoBaHo: MapkyBaHHS
3rifHO 3aTBEpPAKEHOr0 TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHSA ynakoBKu
Nikapcbkoro 3acoby oo
3a3HaYeHHs MDKHapOAHNX
no3HayeHb OAMHULb
BMMIpIOBaHHs. BBefeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

157.

PA®AXONIH L,

TabneTku, BKpUTI
0600HKot0, No 30
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIl
ynakoBLi

Bpounascbke
nignNpPUEMCTBO
nNikapcbkunx Tpas
"FEPBANOJb" AT

MonbLwa

Bpounascbke
nignpueMCcTBO
nikapcbKux Tpas
"r'EPBANOJIb" AT

Monbwa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:3MiHu | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI ocobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT

0co6u 3asBHYKa, BigNoBigas/IbHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:
Muxavinok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B YkpaiHi

6e3 peyenma

UA/6770/01/01

158.

PUCMNEPOH®

TabneTku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 4 mr no 10 TabneTok
y 6nictepi, no 3 abo no
6 6nicTepiB B KAPTOHHIi
nauui

3AT "dapmnira”

JInToBCbka
Pecny6nika

BANIKAH®APMA-
OYMHULA AL

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3minu | Tuny -
OHOBJIEHHSA BXE 3aTBEPKEHNX
METOZiB KOHTPO/ AkocTi MN3, a
came BUKIaJeHHS TEKCTY
[epXXaBHOI MOBOIO 3TifHO
Cy4aCHWUX BUMOT

3a peyenmom

UA/13764/01/01

159.

PUCMNEPOH®

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOMO,
no 2 mr no 10 Tabnetok
y 6nictepi, no 3 abo no
6 6nicTepiB B KAPTOHHIi
nauui

3AT "dapmnira”

JinToBcbKa
Pecny6nika

BANKAHOAPMA-
LYMHALA AL

Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:3MiHu | Tuny -
OHOBJIEHHS BXE 3aTBEPKEHNX
MeToZiB KOHTposto AKocTi M3, a
came BUKNafEeHHS TEeKCTy
[lepXXaBHOI MOBOIO 3TiHO
Cy4acHuX BUMOT

3a peyernmom

UA/13764/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

160.

PIHA3AN®
EKCTPA

cnpeii HasasTbHUIA,
[030BaHwuii, 0,5 mr/mn
no 10 mn y dpnakoHi 3
[103yBa/IbH/M HACcOCOM;
no 1 chnakoHy y navu,i

MpAT
"®GapmaueBTuyHa
dipma "dapHuus"

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHOCTI abo ymoBax
36epiraHHA roTOBOro /1iKapCbKOro
3ac00y (36i/1bLUEeHHS TEPMIHY
NpYAATHOCTI FOTOBOTO NiKapCcbKOro
3aco6y) - [1na TOproBoi ynakoBku
(nigTBEPOAXYETLCA AaHUMMN
peanbHOro Yacy) 36inbLIeHHs
TepMmiHy npugatHocTi [N3:
3areepakeHo: TepmiH
npugatHocTi — 1,5 poky.
3anponoHoBaHo: TepMiH
npuaaTHOCTi — 2 pokn. 3MiHK
BHECEHI B IHCTPYKL,it0 ANns
Me[MYHOro 3actocysaHHA /13y p.
"TepMmiH npugaTtHocTi”. BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS.

6e3 peyenma

UA/17751/01/01

161.

PIOMAH

cycneHsis opasibHa, 800
Mr/10 mn no 10 mn B
cawle; no 10, a6o no 20,
abo no 50 cawe B
KapTOHHIlA KOpooLi

Takepa 'M6X

HimeuunHa

Takega MmM6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3miHu Il TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MEJUNYHOr0 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SAAKOCTi, AOKMIHIYHUMM, KTiHIYHMK
JaHuMK Ta AaHuMK 3
thapmakoHarnsgy - 3MiH1 BHECEHO
00 IHCTPYKLiT 4na MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
BnacTusocTi", "MokasaHHsA"
(pepaxuiliti 3MiHN y
hopMy tOBaHHS paHille
3aTBepMKeHol iHdhopmauii,
"Cnoci6 3acTocyBaHHA Ta 4031"
(pepaKuiliHi 3mMiHM y
hopMy toBaHHS paHille
3aTBepKeHOT iHchopmadi),
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpygato”, "Oitn", "3aaTHicTb
BMAVBATY Ha LWBWAKICTb peakLil
npv KEpyBaHHi aBTOTPaHCNOPTOM

6e3 peyenma

UA/11741/02/01
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

162.

PIONAH

CycneHsisi opasibHa,

abo iHWYMKN MexaHizmammn”
BiANOBIAHO 0 MaTepianis
peecTpaujiiHoro Aocke. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepKeHHA. 3MiHu Il Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
MeJMNYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU
JaHuMU Ta AaHuMK 3
hapmakoHarnsgy - 3miHu BHECEHO
[0 IHCTPYKLii ANna MeanyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
00 po3gainis "lMpoTunokasaHHs",
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"B3aemogis 3 iHWMMK NliKapCbKumu
3acobamu Ta iHWi Buan
B3aemogiit", "Mepeno3yBaHHA",
"Mo6iuHi peakuii" BigNoBIgHO A0
marepianis peecTpauiiHoro
[0CbE.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS

1600 mr/10 mn no 10 mn
B calue; no 10, a6o no
20, a6o no 50 cawe B
KapTOHHI Kopobui

Takepa 'mM6X

HimeyunHa

Takena Mm6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi AN
MeJMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKTIHIYHUMM, KIHIYHUMU
JaHUMU Ta AaHuMK 3
hapmakoHarnsgy - 3miHu BHeCEHO
[0 IHCTPYKLii Ana MeanyHoro
3acToCyBaHHS NikapCbKoro 3acoby
[0 po3ainis "®apmakosnoriyHi
BnactmsocTi", "lMoka3aHHA"
(pepaKuiliHi 3mMiHM y
hopMy toBaHHS paHille
3aTBepKeHOI iHhopmadii,
"Cnoci6 3acTocyBaHHs Ta fo3mn"

(pepakuiliHi 3miHM y

6e3 peyenma

UA/11741/02/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hopMy toBaHHS paHille
3aTBepKeHOl iHchopmad,i),
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpygaro”, "Oitn", "3paTHicTb
BMAVBATY Ha LUBWAKICTb peakLil
npv KepyBaHHi aBTOTPaHCNOPTOM
abo iHW1MKN MexaHiamamn”
BiANOBIAHO A0 MaTepiasniB
peecTpaujiiiHoro Aocke. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHSA. 3MiHu Il Tvny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MEJMNYHOr0o 3aCTOCYBaHHSA y
3B’A13KY i3 HOBUMM AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
JaHyMK Ta AaHumn 3
thapmakoHarnagy - 3MiHU BHECEHO
[0 IHCTPYKLIT 4na MegnyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
0o posginis "MpoTunokasaHHA",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"B3aemogist 3 iHWMMW SliKapCbKUMu
3aco6amu Ta iHLWi B1am
B3aemogijin", "MepeaosyBaHHs",
"Mo6iuHi peakuii" BignoBigHO A0
mMarepianis peecTpadiiHoro
[10CbE.
BBegeHHs 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepKEHHs

163.

PO3ACTUH®

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 5 mr, no 10 TabneTok
y 6nicTepi; no 3
6nicTepn B KOpo6uU;i 3
KapToHY

MIKPO NNABC
NIMITE[

IHais

MIKPO JIABC
NIMITEL

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA

TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs

OAVHWLb BUMIPOBaHHS Y CUCTEMI

Sl. BBefieHHs 3MiH NpPOTArom 6-Tu

MiCALIB MiCNSA 3aTBEPL)KEHHS

3a peyenmom

UA/18322/01/01

164.

PO3ACTUH®

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 10 mr, no 10

MIKPO NABC
NIMITE[,

IHAjA

MIKPO JIABC
NIMITEL

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis:3MiHun | Tuny - 3mMiHu
LoAo 6e3nekn/edeKTMBHOCTI Ta

3a peyernmom

UA/18322/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no chapmakoHarnsgy - OHOB/IEHHS
3 6nicTepu B kopobui 3 TEKCTY MapKyBaHHS YNakoBKu
KapToHy NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopmawuii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeeHHS 3MiH NpOTArom 6-Tu
MICALIB MiC/1A 3aTBEPLKEHHS
165. | PO3ACTUH® TabneTtku, BKPUTI MIKPO NABC IHais MIKPO NNABC IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18322/01/03
N1iBKOBOK 060/IOHKOIO, NIMITEL, NIMITEL marepianis:3miHu | TMny - 3MiHK
no 20 mr, no 10 Loao 6e3nekn/edeKTMBHOCTI Ta
Tabnetok y 6nictepi; no hapmMakoHarnagy - OHOBMEHHS
3 6nicTepu B kopobu, 3 TEKCTYy MapKyBaHHs ynakoBK/
KapTOHY NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Woa0 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeAeHHSA 3MiH MPOTAroM 6-Tu
MicsILiB nicns 3aTBepoKEHHS
166. | POSACTUH® TabneTkn, BKPUTI MIKPO NABC IHais MIKPO NNABC IHais BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/18322/01/04
N1iBKOBOK 060/I0HKOMO, NIMITEL, NIMITEL mMartepianis:3MiHu | TUny - 3MiHK
no 40 mr, no 10 ofo 6e3nekn/edekTMBHOCTI Ta
Tabnetok y 6nictepi; no thapmakoHarnsgy - OHOB/IEHHS
3 6nicTepu B kopobui 3 TEKCTY MapKyBaHHS YNakoBKu
KapToHyY NiKapCcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Woao 3a3HaYeHHs
OAVHVLb BUMIPIOBAHHA Y CUCTEMI
Sl. BBefieHHs 3MiH NpPOTArom 6-Tu
MiCALIB MiCNsA 3aTBEPLKEHHS
167. | PO3YKAPA® 10 TabneTku, BKpUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/11742/01/01
060/10HKOt0 No 10 mr, Ne ABeHTiC YkpaiHa" Pecnybnika | matepianis:3MiHu | TUMY - NoAaHHA
30 (10x3), Ne 90 (10x9): HOBOro cepTtucpikata BiANOBIAHOCTI
no 10 Tabnetok y €Bponelicbkiin hapmakonei Ne RO-
6nicTepi; no 3 abo no 9 CEP 2015-090-Rev 04 ans gitoyor
6n1icTepiB y KAPTOHHIN pevoBuHM Rosuvastatin calcium
KopoobLi Bifl HOBOrO BMPOGHMKa
CENTRIENT
PHARMACEUTICALS
NETHERLANDS B.V.( Site of
production: CENTRIENT
PHARMACEUTICALS INDIA
PRIVATE LIMITED) B LONOBHEHHSA
[0 BXe 3aTBepKeHUX BUPOOHUKIB
A®| MSN Laboratories Private Ltd,
IHais; Biocon Limited, IHais
168. | PO3YKAPA® 20 TabneTkn, BKPUTI TOB "CaHodi- YKpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpauiiHnX 3a peyenmom UA/11742/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
06010Hkot0 No 20 mr, Ne ABeHTiC YkpaiHa" Pecny6nika | martepianiB:3MiHu | TUMY - NOAAHHSA
30 (10x3), Ne 90 (10x9): HOBOro cepTucpikata BiAnoBiAHOCTI
no 10 TabneTtok y €sponelicbkiin hapmakonei Ne RO-
6nicTepi; no 3 abo no 9 CEP 2015-090-Rev 04 gnsa gitouoi
6nicTepiB y KAPTOHHIl peyoBuHM Rosuvastatin calcium
KopoobLi Bifl HOBOTO BMPOGHMKa
CENTRIENT
PHARMACEUTICALS
NETHERLANDS B.V.( Site of
production: CENTRIENT
PHARMACEUTICALS INDIA
PRIVATE LIMITED) B fONOBHEHHSA
[0 BXe 3aTBepKEHNX BUPOOHWMKIB
A®| MSN Laboratories Private Ltd,
IHais; Biocon Limited, IHgis
169. | PO3YKAPA® 40 TabneTku, BKpUTI TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/11742/01/03
060/10HKO0 10 40 Mr, Ne ABeHTIC YKpaiHa" Pecny6nika | maTepianis:3MiHu | TUNYy - NogaHHA
30 (10x3), Ne 90 (10x9): HOBOTO cepTudikarta BifnoBigHOCTI
no 10 Tabnetok y €sponelicbkiin dhapmakonei Ne RO-
6nictepi; no 3 a6o no 9 CEP 2015-090-Rev 04 ans gitoyoi
6nicTepiB y KAPTOHHIN peyoBuHM Rosuvastatin calcium
Kopobui Bifl HOBOTO BMPOGHMKa
CENTRIENT
PHARMACEUTICALS
NETHERLANDS B.V.( Site of
production: CENTRIENT
PHARMACEUTICALS INDIA
PRIVATE LIMITED) B fONOBHEHHS
[0 BXe 3aTBepKeHUX BUPOOHUKIB
A®| MSN Laboratories Private Ltd,
IHais; Biocon Limited, IHgis
170. | PO3YKAPA®10 TabneTtku, BKPUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/11742/01/01
06010Hkot0 no 10 mr, Ne ABeHTiC YkpaiHa" Pecny6nika marepianis:3minu | Tvny - nogaHo

30 (10x3), Ne 90 (10x9):
no 10 TabneTtok y
6nicTepi; no 3 abo no 9
6nicTepiB y KApTOHHIl
Kopobui

HoBuit cepTudikat No. RO-CEP
2015-040-Rev 01 Ha gjtouy
pPeyoBUHY po3yBacTaTUHy KasibLiito
Ha 3amiHy ASMF v.05 11/2013 Bipg,
3aTBEpXEHOro BUpo6HvKa Biocon
Limited, IHgis; 3miHm | Tuny -
noAaHo OHOB/IEHUIA cepTuddikaTt
No. RO-CEP 2015-040-Rev 02 Ha
3aMiHy 3aTBEpPKEHOr0
ceptuapikaty (No. RO-CEP 2015-
040-Rev 01) Ha fjto4y pevyoBuHY
po3yBacTaTVHy KasibLito Ha Big,
3aTBepAXeHOro BMpobHuka Biocon
Limited, IHAis, i3 3a3Ha4YEHHAM
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

[BOX A08aTKOBWX BUPOGHWKIB
NPOMIXHUX NPOAYKTiB (Jiangxi
Dongbang Pharmaceutical Co.,
LTD, Kutait; Zhejiang Hongyuan
Pharmaceutical XCo., LTD, KuTait)
Ta 3MiHaMun agpecu micusa
BMpOGHMLTBA ADI. A Takox
npeAcTaB/ieHo [04aTOK CTOCOBHO
ynpas/iiHHA pusnkamu gns
efleMeHTapHNX AOMILLOK Ta
BMKOPWUCTaHHS abcopbepy KUCHIO
BCT@HOB/IEHOTO Y MiX ABOMa
LIapamu noslieTuIeHOBOro NakeTy
Y BU3HAYEHUX yMOBaX, LU0
npusHayeHi ansa 3éepiraHHA gitoyol
PEYOoBWHW; 3MiHK | TUny -
npusBefeHHA crneundikaii Ta
METOZIB KOHTPOJIO Ha [OMNOMIKHY
peyoBuHy rinpomenosun 2910/5 y
BiANOBIAHICTb A0 BUMOT
MOHorpadii «Hypromellose» EP;
3MiHu | TMny - fogaHo
anbTepHaTuBHWI MeTop, (in-house
'X) pns BunpobyBaHHsA 3a
nokasHukom «KinbkicHe
BU3HAUYEHHSI» Y METOAAX
KOHTPOJO Ha AOMNOMIXKHY
peyoBuHYy rinpomenosa 2910/5 go
3aTBepmMxeHoro hapmakoneinHoro
mMeToay; 3MiHW | Tuny - 3MiHn Jo
ONMCY aHaliTUYHNX NpoLeayp Ha
a/IOMIHIEBY (DONbIY; 3MiHW | TURY -
[0MNOBHEHHA crieumdikavi
NMepBUHHOT YMakoBKM (Ha
antoMiHieBy hosibry) HOBUM
NOKa3HUKOM «text» 3 BignoBigHUM
METOA0M BUNPOBYBaHHS; 3MiHN |
TUMY - ONOBHEHHS cneumdikaui
NepBUHHOT yNakoBkM (Ha
anoMiHieBy hONbry) HOBUM
NOKa3HWKOM «colour» 3
BIANOBIAHUM METOL0M
BMNPOOYBaHHS; 3MiHW | Tuny -
BUJTyYEHHA HE3HAYHOrO NOKa3HUKa
CTOCOBHO LUMPUHY (PONbIn 3
cneuudikaLii NepBMHHOI YNakoBKu
(ans anoMiHieBol honbrn); 3miHu |
TUNY - BUTyYEHHS HE3HAYHOTO
NOKa3HMKa CTOCOBHO LUVPWHW
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

chonbry 3 cneyudikauii nepBUHHOT
ynakoBku (a5 OPA/AIU/PVC);
3MiHM | TUMY - 3MiHU METOANKN Y
3B'A3KY 3 NPVBEAEHHSA Y
BiANOBIAHICTb A0 BUMOT
MoHorpadiii «Rosuvastatin
calcium» Ta «Rosuvastatin
tablets» EP; 3miHu Il Tuny -
OHOBNEeHHsA ASMF Ha gitouy
peyoBVHY po3yBacTaTuHy
KasnbLieBOI coni Bif,
3aTBEpPAXEHOro BUpo6HKa MSN
Laboratories Private Ltd, IHgis;
3anponoHoBaHo: version RV/AP-
Ph.Eur./02/03-20); 3miHu Il Tvny -
3MiHV NPOCPiNto AOMILIOK Ta
KpUTEpIiB NPUAHATHOCTI 3a
NoKa3HUKOM «CynyTHi AOMILLIKM»

171.

PO3YKAP®20

TabneTku, BKpUTI
060/10HKOt0 No 20 Mr, Ne
30 (10x3), Ne 90 (10x9):
no 10 Tabnetok y
6nictepi; no 3 a6o no 9
6nicTepiB y KAPTOHHIN
Kopobui

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis:3MiHu | Tuny - nogaHo
HoBuit cepTucpikat No. RO-CEP
2015-040-Rev 01 Ha gjtouy
peyoBMHY pOo3yBacTaTUHY KaslbLiito
Ha 3amiHy ASMF v.05 11/2013 Big,
3aTBEepAXeHOro BUpobHuka Biocon
Limited, IHais; 3miHum | Tuny -
nofaHo OHOBAEHUI cepTudikaT
No. RO-CEP 2015-040-Rev 02 Ha
3aMiHy 3aTBepXeHOro
ceptudpikaty (No. RO-CEP 2015-
040-Rev 01) Ha fjtouy peqyoBUHyY
po3yBacTaTVHy KasibLito Ha Bif,
3aTBEPKEHOro BUPOGHYMKa Biocon
Limited, IHais, i3 3a3Ha4YEeHHAM
[BOX 0OAATKOBMX BUPOOHUKIB
NPOMKHUX NpoAykTiB (Jiangxi
Dongbang Pharmaceutical Co.,
LTD, Kutaii; Zhejiang Hongyuan
Pharmaceutical XCo., LTD, Kutai1)
Ta 3MiHaMun agpecu Micus
BUpo6HULTBa API. A Takox
npeacTaBneHo [oAaToK CTOCOBHO
ynpasAiHHA pu3vKkammn Ans
efleMeHTapHUX AOMILLOK Ta
BUKOPUCTaHHS abcopbepy KUCHI0
BCTAHOB/IEHOTO y MiX [BOMa
LIapamu nosieTuIeHOBOro nakeTy
y BU3HA4YeHMX yMOBaX, Lo

3a peyernmom

UA/11742/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

npusHadeHi ansa 36epiraHHA gilyol
PeyoBUHY; 3MiHK | TURy -
npuBefeHHs cneuudikauii Ta
METOZIB KOHTPOJIIO Ha [OMOMIXHY
peyoBuHy rinpomenosu 2910/5 y
BiANOBIAHICTb 40 BUMOT
MoHorpadii «Hypromellose» EP;
3MiHu | TUNY - gogaHo
anbTepHaTnBHUiA Metof (in-house
'X) pns BuNpoGyBaHHSA 3a
NnokKasHNKOM «KinbkicHe
BU3HAUEHHSI» Y METoAaX
KOHTPO/IIO Ha [OMOMiXHY
peyoBuHy rinpomenosa 2910/5 go
3aTBEpMAKEHOro hapmakoneitHoro
MeToay; 3MiHu | Tuny - 3MiHu Jo
onuncy aHaniTUYHNX NpoLeayp Ha
atoMiHIiEBY hONbIY; 3MiHM | TUny -
[LOMNOBHEHHSA crieumdikavi
NnepBUHHOT YNakoBku (Ha
atloMiHieBY hONbry) HOBUM
NOKa3HNKOM «text» 3 BiAMOBIAHUM
MEeTOA0M BUNPOOYBaHHS; 3MiHU |
TUMY - AONOBHEHHSA cneundikauii
NMepBUHHOT yMakoBKM (Ha
antoMiHieBy hosibry) HOBUM
NokasHUKoM «colour» 3
BigMNOBiAHMM METOA0M
BUNPOBYBaHHS; 3MiHU | Tuny -
BUJTyYEHHSA HE3HAYHOTO NOKa3HUKA
CTOCOBHO LLUMPUHW (POsbIv 3
crneundikaii nepBYHHOT yNnakoBKu
(ansa antoMiHieBoi onbri); 3Minu |
TUNY - BUNYYEHHSI HE3HAYHOTO
NOKa3HMKa CTOCOBHO LUVPUHN
honbry 3 cneyudikauii nepBUHHOT
ynakoBku (gns OPA/Alu/PVC);
3MiHU | TUNY - 3MiIHU METOAUKN Y
3B’A3KY 3 NPUBELEHHA Y
BiANOBIAHICTb A0 BUMOT
MoHorpadii «Rosuvastatin
calcium» Ta «Rosuvastatin
tablets» EP; 3miHu Il Tvny -
OHOBNEeHHsA ASMF Ha pgitouy
peyoBUHY po3yBacTaTuHy
KasbLiEBOI CONi Bif,
3aTBepxeHoro Bupo6Hka MSN
Laboratories Private Ltd, IHgis;
3anponoHoBaHo: version RV/AP-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ph.Eur./02/03-20); 3minHu Il Tuny -
3MiHW NPOISII0 AOMILLOK Ta
KpUTEPIiB NPUAHATHOCTI 3a
NoKa3HUKOM «CynyTHi AOMILLIKV»
172. | PO3YKAPA®40 TabneTku, BKPUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/11742/01/03
06010HKOt0 No 40 mr, Ne ABeHTiC YkpaiHa" Pecny6nika marepianis:3minu | Tvny - nogaHo

30 (10x3), Ne 90 (10x9):
no 10 TabneTtok y
6nicTepi; no 3 abo no 9
6nicTepiB y KAPTOHHIl
Kopobui

HoBuit cepTudikat No. RO-CEP
2015-040-Rev 01 Ha pgjtouy
peyoBMHY pO3yBacTaTUHY KaslbLiito
Ha 3amiHy ASMF v.05 11/2013 Big,
3aTBepXeHOro BUpo6HvKa Biocon
Limited, IHgis; 3mibm | Tuny -
noAaHo OHOB/IEHUIA cepTuddikaTt
No. RO-CEP 2015-040-Rev 02 Ha
3aMiHy 3aTBEpPKEHOrO
ceptudpikaty (No. RO-CEP 2015-
040-Rev 01) Ha fjto4y pevyoBuHY
po3yBacTaTVHy KasibLito Ha Bif,
3aTBEepAXeHOro BUpobHuka Biocon
Limited, IHAais, i3 3a3Ha4YeHHAM
[BOX [OAATKOBMX BUPOOHMKIB
NPOMKHUX NpoAykTiB (Jiangxi
Dongbang Pharmaceutical Co.,
LTD, Kutai; Zhejiang Hongyuan
Pharmaceutical XCo., LTD, KuTai1)
Ta 3MiHaMun agpecu micus
BMpO6HMLTBa ADI. A Takox
npeAcTaB/ieHo [04aTOK CTOCOBHO
ynpasniHHA pu3vkamn ans
enleMeHTapHMX AOMILLIOK Ta
BVIKOPVCTaHHSA abcopbepy KUCHI0
BCTAHOB/IEHOTO y MiX BOMa
Luapamu nonieTUIEHOBOro NakeTy
y BU3HAYEHUX yMOBaX, LU0
npu3HayveHi gns 36epiraHHA Airoyoil
PeyoBUHY; 3MiHK | TURY -
npuBefeHHs cneuudikauii Ta
MEeTOZIB KOHTPOJItO Ha AONOMDKHY
peyoBuHy rinpomenosu 2910/5 y
BiANOBIAHICTb 40O BUMOT
MoHorpagii «Hypromellose» EP;
3MiHu | TUNY - AoAaHo
anbTepHaTuBHWI MeTog, (in-house
'X) Ans BMNpo6yBaHHsA 3a
NoKasHNKOM «KinbKicHe
BU3HAYEHHSA» Yy MeTogax
KOHTPO/IO Ha JOMOMiXHY
peyoBuHy rinpomenosa 2910/5 go
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEpMAXEHOro hapmMakoneinHoro
MeToay; 3MiHu | Tuny - 3MiHK A0
OnMCy aHaNiTUYHMX NpoLeayp Ha
antoMiHIEBY hONbIY; 3MiHM | Tumy -
[OMOBHEHHSA crieuudikawii
NepBUHHOT yNakoBkM (Ha
anoMiHieBY hONbry) HOBUM
NOKa3HWKOM «text» 3 BiAMNOBIAHUM
MEeTO0M BUNPOBYBaHHS; 3MiHY |
TUMY - 4ONOBHEHHS cneundikauil
NepBUHHOT YNakoBkuM (Ha
atloMiHiEBY hONbry) HOBUM
NoKa3HUKoMm «colour» 3
BiANOBIAHUM METOA0M
BMNPOBYBaHHSA; 3MiHW | TUny -
BUJTYYEHHA HE3HAYHOIO MOKa3HUKa
CTOCOBHO LUMPUHW hOnbIv 3
cneuudikaLii nepBUHHOI YNakoBKu
(ansa anoMiHieBoi onbri); 3mMinm |
TUNY - BUNYYEHHSI HE3HAYHOTO
NOKa3HMKa CTOCOBHO LUVPUHN
chonbry 3 cneyudikauii nepBUHHOT
ynakosku (an1s OPA/AIU/PVC);
3MiHY | TUMY - 3MiHU METOANKN Y
3B'A3KY 3 NPVBEAEHHSA Y
BiANOBIAHICTb 40 BUMOT
MoHorpadiii «Rosuvastatin
calcium» Ta «Rosuvastatin
tablets» EP; 3miHu Il Tuny -
OHoBNeHHsA ASMF Ha gitouy
peyoBVHY po3yBacTaTuHy
KasnbLieBOI coni Bif,
3aTBEpPAXEHOro BUpo6HKa MSN
Laboratories Private Ltd, IHgis;
3anponoHoBaHo: version RV/AP-
Ph.Eur./02/03-20); 3miHu Il Tvny -
3MiHV NPOCPiNto AOMILIOK Ta
KpUTEepIiiB NPUAHATHOCTI 3a
NoKa3HUKOM «CynyTHi AOMILLIKM»

173.

PO34MH
MEHTO/Y B
MEHTUWNOBOMY
E®IPI KUCNOTU
IBOBAJIEPIAHOBO
1

mMacnsHucTa pigrHa
(cyb6eTaHuin) B
HepXXaBCTaneBux
thnarax abo B kaHicTpax
nonieTMIeHoBuUx ans
thapmaueBTUYHOro
3aCTOCYyBaHHS

ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"OAPMXIM"

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"OAPMXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:3MiHu | TUNy - 3MiHM 3
akocTi. A®l. BupobHULTBO. 3MiHK
B npoteci Bupo6HuuTea AdI
(He3HayHa 3MiHa y npoLeci
BMpOGHULTBa AdDI);
CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo

UA/14866/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AP - onTuMmi3auis
napameTpiB TEXHO/OrYHOro
npouecy, a came - 3MiHa NopaaKy
NPOMMBAHHS TEXHIYHOTO PO3UYUHY
MEHTO/Ty B MEHTUMOBOMY eqoipi
KMCNOTK i30Bas1epiaHoBOI,
BUYYEHHA CTafil CYLiHHA Ta
JofaBaHHA MOX/IMBOCTI
NOBTOPHOIO PO3roHYy Ha dopakLii.
[lonoBHeHHA AoaaTKoBMMM
MOKa3HMKaMm 151 KOHTPOSI0 Y
cneupndikaLii Ha Hepo3dacoBaHwii
npoaykT
174. | CAKCEHOA® PO34MH A5 iH'EKUIN, 6 A/T Hoeo Hopgaick [Oanis A/T HoBo Hopagick, [aHin BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom UA/18651/01/01
Mr/mn; no 3 Mny [aHia mMartepianis:BUNpaBIeHHS
KapTpuaKax, BKIageHux (Bupo6HuuTBO TEXHIYHOT NOMUIIKN Y
y nonepefHb0 npoaykKTy, cneumdikauii. Y cneuudikauii
3anoBHEHY HanoBHEHHS 3aTBEPAKEHNX METOZAIB KOHTPOSIO
6ararofo3oBy KapTpuaxy Ta (MK#) nomnnKoBO He 3a3HayeHo
0HOPAa30BY LUNPUL- KOHTPO/Ib SKOCTI iaeHTudikauis dpeHony, sika
pyuky; no 1, 3 a6o 5 npogykuii in bulk. NpoOBOAUTLCA NapanenibHo 3
nonepeaHbLO 3anoBHEHI Bunyck cepii Ta BM3HAYEHHSIM BMICTY cheHony
LUNPUL-PYYKA B cepTudpikauis.); AIT
KapTOHHIlA KOpooLi Hoso Hopgaick,
NaHis
(KomnnektyBaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS r0TOBOr0O
NPOAYKTY.
CepTucpikauis cepii)
175. | CAHAOCTATUH® NMOPOLLOK AN cycneHsil Hosaprtic ®apma Al LLiBeiuapis ABGOTT HigepnaHnamn BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/1537/02/02
NnAP Aans iH'ekuii no 20 wr; 1 Bionomxukans b6.B., / marepianis:3mMiHu Il Tuny - 3mMiHK
pN1aKkoH 3 MOPOLLUKOM Y Higepnangmn LLIBeliapisi/ Lofo 6e3nekn/edhekTMBHOCTI Ta
BUrNAAi Mikpocdep y (BUpOGHMLTBO, ABCTpif hapmakoHarnsgy - BBeeHHs
KOMNEeKTi 3 KOHTPO/b SIKOCTI, TEKCTY MapKyBaHHS NEPBUHHOI
PO3UYMHHMKOM (HaTpito nepBuHHe YyNakoBKM A4/151 PO3YMHHUKA Ta
Kapmenosy/Harpito nakyBaHHs BTOPVHHOI (MPOMDKHOT ) YNakoBKM -
Kap6oKCUMEeTUNLEN0N0 PO3YMHHMKA Ta AnA agantepa. BeBegeHHs 3miH
3y, maHiT (E 421), Bogy anbTepHaTUBHWIA npoTArom 6-T1 MicAuiB nicns
ONS iH'EKUiN, BMPOOHWK ANs 3aTBEPAKEHHS
nosnokcamep 188) no 2 BTOPWHHOIO

M/1y monepeaHL0
3arnoBHEHOMY LINPULL,

nakyBaHHs FOTOBOro
npoAaykTy); HoBapTic
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ta OfIHOO rO/IKOK Ta dapma LUTeiH AT,
OfH/M aganTepom B Lseiiuapis
KapTOHHilA KOpO6L (BTOPUHHE
nakyBaHHS1, BUNYCK
cepii rotoBoro
npoaykty); CaHfos
'M6X, ABCTpis
(BUPOBHMLTBO
Hepo3dacosaHoro
NPOAYKTY, KOHTPOIb
AKOCTi, NEePBUHHE
nakyBaHHs
nopoLuky); CaHzo03
M6X, ABCTpis
(KOHTpO/b AKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
BUK/IOYEHHAM
MOJIEKYIAPHOI Macu
nosnimepy)
176. | CAHOOCTATUH® NMOPOLLOK A1 cycneHsii Hosaptic ®apma Al LLIseliyapis A660TT HigepnaHngmn BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/1537/02/03
NAP ONns iv'exuii no 30 mr; 1 Bionomxmkans b6.B., / marepianis:3miHu |l TURy - 3MiHK
(pN1aKoH 3 MOPOLLUKOM Y HigepnaHnan LLiseiiuapisi/ ofo 6e3nekn/edekTMBHOCTI Ta
BUrNA4i Mmikpocdpep y (B1pOGHMLTBO, AscTpis thapmakoHarnagy - BBefeHHs
KOMMNIEeKTi 3 KOHTPO/b SIKOCTI, TEKCTYy MapKyBaHHS NePBUHHOI
PO34YMHHMKOM (HaTpito nepBuHHE yNakoBKM [/151 PO3UMHHMKA Ta
Kapmesnosy/HaTpito naxkyBaHHs BTOPUHHOI (MPOMDKHOI ) YNakoBKu -
Kap6oKCMMEeTUNLEeNoNo PO3YMHHMKA Ta AnA agantepa. BeegeHHs 3miH
3y, MaHiIT (E 421), Bogy aNlbTepHaTUBHWIA NpOTArom 6-Tv MicsLiB nicns
ONs iH'eKUiiA, BUPOGHVK 415 3aTBepKEHHSA
nonokcamep 188) no 2 BTOPWHHOIO

My nonepeaHbo
3anoBHEHOMY LUMPUL,
Ta OJHOIO OO Ta
OfH/M aganTepom B
KapTOHHI Kopobui

nakyBaHHS rOTOBOr0o
npoaykTy); HosapTic
dapma LUTeiH AT,
LBeiiLapis
(BTOPUHHE
nakyBaHHS1, BUNYCK
cepii rotoBoro
npoaykty); CaHfos
M6X, ABCTpis
(BUPOBHMLTBO
Hepo3acosaHoro
NPOAYKTY, KOHTPOIb
AKOCTi, NEPBUHHE
nakyBaHHs
nopoLuky); CaHzo03
'M6X, ABCTpist
(KOHTpO/b AKOCTI
NOpPOLLKY 3a BCiMa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
napameTtpamu 3a
BUK/OYEHHAM
MOEKY/IAPHOT Macu
nosnimepy)
177. | CAHOOCTATUH® NOPOLLOK A1 cycneHsii Hosaprtic ®apma Al LLiBeiiuapis AG6OTT HigepnaHnaun BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/1537/02/01
NAP Ans iH'ekuiii no 10 wr; 1 Bionopxukans B.B., / marepianis:3minu Il Tuny - 3miHn
h/1aKOH 3 MOPOLLKOM Y HigepnaHgm LLiseiiuapis/ Loao 6e3nekn/edeKTMBHOCTI Ta
BUrNsAAi Mikpocdep y (BMPOGHULTBO, ABCTpist thapmakoHarnsgy - BBeieHHs
KOMMNEKTi 3 KOHTPO/b AKOCTI, TEKCTY MapKyBaHHS NePBUHHOI
PO3YMHHMKOM (HaTpIto nepBuHHe YyNakoBKN AN PO3YMHHMKA Ta
Kapmenosy/Hatpito nakyBaHHs BTOPVHHOI (MPOMDKHOT ) YNakoBKM -
Kap6OoKCUMETULENIONO PO34YMHHMKA Ta Ana agantepa. BeefeHHs 3miH
3y, maHiT (E 421), Bogy anbTepHaTUBHWIA npoTArom 6-Tu MicAuiB nicns
ONs iH'eKUiA, BUPOGHWK ANs 3aTBEPKEHHS
nonokcamep 188) no 2 BTOPUHHOTO
My nonepeaHbo nakyBaHHS r0TOBOr0O
3arnoBHEHOMY LUNpuL, npoaykTy); HosapTic
Ta OZHOO rOJIKOK Ta dapwma LUTeiiH Al,
OfHUM aganTepom B LBeiiuapis
KapTOHHIlA KOpooLi (BTOpPUHHE
nakyBaHHs1, BUNYCK
cepil rotoBoro
npoaykTy); CaHaos
'M6X, ABCTpis
(BMPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, KOHTPO/b
AKOCTI, NePBUHHE
nakyBaHHs
nopotuky); CaHio3
M6X, ABCTpis
(KOHTPO/Ib AKOCTI
MOpOLLKY 3a BCiMa
napameTtpamu 3a
BUK/TOYEHHAM
MOEKY/IAPHOT Macu
nosnimepy)
178. | CEPMIOH® niodpinizaT ANs po3vmHy AngpxoH KOC 1 I/1IC CWA Bupo6bHunuTBO, IcnaHis/ BHECEHHS 3MiH [10 peecTpaviiiHnx | 3a peyenmom UA/5183/02/01
Ans iH'ekuii no 4 mr; 2 KOHTPO/b AKOCTI, Benbris marepianis: 3MiHa 3asBH/Ka
dh1aKkoHM 3 MOPOLLIKOM nepBuHHe (BnacHwvKa peecTpauiiiHoro

Ta no 2 amnynu 3
PO3YMHHMKOM MO 4 M/
(HaTpito xopua,

nakyBaHHs1, BUNYCK
cepii AN NOPOLLKY:
Baet ®apma, C.A.,

noceifyeHHs)(3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460). BeeaeHHs
3MiH NPOTArom 9-Tn MicsLiB nicns

6eH3aKOoHiIl xnopug, IcnaHis; 3aTBEPKEHHSA. 3MiHM | Tvny -
BOAA ANS iH'EKUiN) ¥ Brpo6HMUTBO, 3MiHu Wwoao
YapyHKOBIli ynakoBLyj; Mo KOHTPO/b AKOCTI, 6e3nekn/edeKTBHOCTI Ta

2 YapyHKOBI YNaKkoBKU B nepBuHHE chapmakoHarnsgy. BeefeHHs abo
KapTOHHI Kopobu; 1 nakyBaHHs, BUMYCK 3MiHM [0 y3araslbHEHUX JaHuX Npo
dp1akoH 3 NOpPOLUKOM Ta cepii ans cuctemy chapmakoHarnagy
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 1 amnyni 3 PO3UMHHNIKE,; (BBEAEHHSA y3araslbHEHNX AaHUX
PO3YMHHMKOM (HaTpito BTOPWHHE npo cucTemy thapmakoHarnsgy,
xnopug, 6eH3asIKoHi nakyBaHHs Ta 3MiHa yNOBHOB&XeHOI 0cobu,
Xnopwva, Boga ans BUMYCK cepii ans BignoBiAa/IbHOI 3a 34jACHEHHS
iH'EKLLIA) B KAPTOHHIN KiHLLEBOr0 MPOAYKTY: hapmMakoHarnagy; KOHTakTHOI
KopobLi; No 4 KapTOHHI Mdpaiizep 0ocobu 3 hapmakoHarnsgy
KOPO6KU, ynakoBaHi MeHtochekuypuHr 3asBHUKA AN5 34ICHEHHS
pa3om B KapTOHHY Benbrist HB, benbris thapmMakoHarnagy B YkpaiHi, KO
KOPO6KY BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy). 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy: fitoua
pepakuis: ®paHcyasa yma-
CinnaH/ Francoise Dumas-Sillan.
MponoHoBaHa pefakuis: bapbapa
[le BepHappi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHS
chapmakoHarnsgy.
179. | CUAOKAPA TabneTkn no 2 mr no 10 AT "KMIBCbKIN YkpaiHa AT "KMIBCbKW YkpaiHa BHECEHHS! 3MiH [0 peecTpaliiiHix | 3a peyernmom UA/16389/01/01
Tabnetok y 6nictepi, no BITAMIHHUIA BITAMIHHWIA mMarepianis:3miHu | Tuny - 3mMiHu 3
3 6nicTepu y naywi 3ABOA" 3ABOA" AKoCTi. A®Il. KoHTponb A®L. 3miHa

y napameTpax cneuudikawiii
Ta/abo fonycTMMmNX Mex,
BM3HAYeHUX y cneyndikauisx Ha
A®I, ab0 BMXigHWA/NPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLUTBA ADI; CynyTHSA 3MiHa
- 3miHu 3 aKocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOTO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, WWo
BVIKOPVCTOBYETLCS Y NpoOLeCi
BMpo6bHULTBa AP (iHWi 3MiHN Y
mMeToAax BUNPoGyBaHHS
(Bkntovaroum 3amiHy abo
[0NoBHEHHsA) Ad®| abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY) -
3MiHa y crneumdikavii akTMBHOI
cy6CTaHUii MOICUAOMIH
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMpO6HMKa /13, 30kpema
BUTyYEHHS po3ainy
«Temneparypa niaBfieHHsA», 3a
po3ainom «3anuLKoBi
PO3UMHHUKM>» BUMYYEHHS
MeTaHo/y Ta [LONOBHEHO
KOHTPO/Tb 3a/IMLLKOBWX KiNlbKOCTEN
6eH30/y (He GinbLue 2 ppm)

180.

CUAOKAP],

Tabnetkun no 4 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y naywi

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUIN
3ABO"

Ykpaina

AT "KI/ITBCbKI\/J n
BITAMIHHNA
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3mMiHu 3
AKoCTi. A®Il. KoHTponb A®L. 3miHa
y napameTpax cneuudikawiii
Ta/abo fonycTMMmNX MexX,
BM3HAYeHNX y cneyndikauisx Ha
A®I, ab0 BMXigHWA/NPOMDKHWIA
npoAayKT/pearexT, Wwo
BUKOPVCTOBYHOTHLCS Y NPOLEC
BMPOGHMLTBA ADI; CynyTHSA 3MiHa
- 3miHu 3 gKkocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOTO
Marepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpoOLeCi
BMpo6HULTBa AP (iHWi 3MiHN Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroum 3amiHy abo
[ONoBHEHHsA) Ad®| abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY) -
3MiHa y crneumdikavii akTMBHOI
cy6cTaHuil MoncuagoMiH
BMpo6HuKa N3, 30kpema
BUYYEHHS pO3ainy
«TemnepaTypa nnaB/ieHHs», 3a
pO34in10M «3anLLKOBI
PO3YMHHUKM» BUTYUYEHHS
MeTaHosy Ta [AOMNOBHEHO
KOHTPO/Tb 3a/IMLLKOBUX KiNlbKOCTEN
6eH30ny (He 6inbLue 2 ppm)

3a peyenmom

UA/16389/01/02

181.

CUH®TIOPNKC™
BAKUVHA Ansi
MPO®INAKTUKA
NHEBMOKOKOBOI
IHOEKLI
(MONICAXAPUAHN
N AHTUIEH) TA
HETUMOBAHOI

CycneHsis ons iH'ekuji;
no 1 aosi (0,5 mn)
cycnensii Ans iH'exuini y
nonepegHL0
HarnoBHEHOMY CK/ISIHOMY
LINpUL Y KOMMAEKTI 3
OfHi€t0 rofkoto abo 3
[iBOMa rofikamu Ta 6e3

"nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BpuTtaHis

nakcoCmiTKnsiiH
Bionopxikans C.A.

Benbria

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3miHu | Tuny - 3MiHK 3
akocTi. A®l. BUpobHULTBO. 3MiHK
BMNpo6yBaHb abo A0MyCTUMUX
MeX y npoLieci BUpobHuutea Adl,
LLIO BCTAHOB/EHI Y cneuudikaLisx
(hopaBaHHS HOBOrO
BMNPOBYBaHHS Ta f0NyCTUMUX

3a peyenmom

UA/15363/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
FEMO®INTbHOI ronok; 1 nonepegHL0 mex) - [logaBaHs HOBOro TECTY
IHOEKL, HamnoBHeHWA WNpu, 3 Antigen content by flocculation y
KOH’FOTOBAHA, rosikoto abo ABoma npoueci BUpo6HNYOro
AICOPBEOBAHA ronkamu, abo 6e3 rosok MOHITOpUHrY (in-process

y iHauBIgYyanbHOMY
repMeTnyHo
3anakoBaHoOMy
nnacTyKkoBoMy
KOHTeliHepi; no 1
nnacTyKoBoMy
KOHTEHEepY Y KapTOHHIi
kopobui; no 1 gosi (0,5
MJ1) cycneHsii ans
iH'eKUili y nonepeiHbo
HarnoBHEHOMY CK/ISIHOMY
wnpuui; no 10 wnpwyis
3 10 ronkamu abo 6e3
rONOK Yy IHAUBIAY&TbHUX
repMeTnyHo
3anakoBaHux
nNacTyKoBUX
KOHTeliHepax y
KapTOHHIA KopobLi; no 1
no3i (0,5 mn) cycneHaii
ONs iH'eKUii y
MOHO/030BOMY
CKNsiHOMY hNaKoHi; no
1, 10 a6o 100 dhnakoHiB
Y KapTOHHiIl1 kopobL; No
2 posu (1 mn) cycnensii
ONs iH'eKUii y
MyNbTUL,030BOMY
donakoHi; no 100
(h/1aKOHIB y KapTOHHIi
KopooLi

monitoring) 418 OYALLEHOTO
NpaBLLEBOr0 aHATOKCUHY, KW
BMKOPWUCTOBYETLCSA A/1A
BMPOGHMLITBA KOH'tOraTy
nonicaxapugy 18C 3 npasLeBuM
aHaTOKCMHOM. 3MiHu | Tuny -
3MiHu 3 aKocTi. API.
B1po6HMLTBO. 3MiHK
BMNpoGyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTaHOB/EHI Y cneuudikaLisx
(fopaBaHHS HOBOTO
BMNPOBYBaHHSA Ta J0NyCTUMUX
mMex) - [logaBaHs HOBOro TecTy
BV3HAYEHHS BiSTbHUX amiHOrpyn
(Free amino group determination
test by TNBSA reagent) y npoteci
BVMPOGHMNYOTO MOHITOPUHTY (in-
process monitoring) ans
MPOMiXHOIo NPOAYKTY OYMLLEHOrO
NpaBLEBOro aHaToOKCKHY. 3MiHu |
MYy - 3MiHU 3 AKOCTi. ADI.
B1po6HMLTBO. 3MiHK
BMNpoGyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTaHOB/EHI Y cneuudikaLisx
(BWNyYEHHSI HECYTTEBOTO
BUNPOBYBaHHS) - BunyyeHHs
BMNpobyBaHHsA Limes letalis (
L+/mL) in vivo test B npoueci
BMPOGHNYOr0 MOHITOPUHTY (in-
process monitoring), L0
NPOBOANTLCA Ha MPOMKHOMY
NPOAYKTY NPaBLEBOro TOKCUHY A0
eTany JeToKcukadii i3
3aCTOCYBaHHSAM XWUBUX MULLIEIA.

3MiHu | TUnNYy - 3MiHK 3 AKOCTi. ADI.

B1po6HMLTBO. 3MiHM
BMNpoGyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTaHOB/EHI Y cneuudikaLisx
(BWNyYEHHSI HECYTTEBOTO
BUNPOBYBaHHSA) - BunyyHHs Tecty
Absence of toxin in vivo test, Wwo
NPOBOANTLCA HA MOPCLKUX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CBVIHKaX, 3 kaTeropii NpuiAHATTA
pilleHHs Wwoao akocTi (quality
decision) nicns etany
JeTokcrkauii Ta nepes
OUULLIEHHAM NpaBLEBOro
aHaTOKCUHY. 3MiHW | Tuny - 3MiHK
3 AkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax
cneumdikavii Ta/abo AonNycTUMUX
MeX, BU3HaueHux y crnewmdikanisax
Ha A®I, abo BMXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpoOHULUTBA API (BUTYYEHHS
He3HayYyHOro nokasHuka sKocTi
(Hanpviknag, BUyYeHHs
3acTapifioro NokasHuka)) -
BunyueHHs TecTy Antigen content
by flocculation sk peni3 TecT, wo
NPOBOANTLCA ANS OYNLLEHOTO
npasLeBoro aHatokcuny (Purified
tetanus toxoid bulk)

182.

CKPINTA

HacToiika, no 100 mn y
donakoHi ckisiHomy abo
noniMepHomy; no 1
donakoHy B nauui 3
KapToHy; no 100 mny
6aHuj; o 1 6aHui y
naJi 3 KapToHy

MAT
"Ximchapmsasos
"UepBoHa 3ipka"

YKpaiHa

MAT
"Ximchbapm3sasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeefeHHus abo

3MiHU [0 y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBigansbHoI 3a
3gificHeHHs chapmakoHarnagy
(BKHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy

6e3 peyenma

UA/9641/01/01

183.

CMO®KABIBEH
NEPUPEPUYHHUN

emynbCist ans iHy3ild;
no 1206 mn, no 1448

®pe3seHiyc Kabi
[Jonunang M'meX

Himeyunna

dpeseHiyc Kabi Ab

LLiBeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
MaTepianis:3MiHM 3 AKOCTI -

3a peyenmom

UA/14345/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mn, no 1904 mn B nofaHHa HOBOTO cepTudikaTa
TpUkamepHomy BiANOBIAHOCTI EBpONeichbkili
nnacTMKoBOMy thapmakonei Ne R1-CEP 2010-
KOHTeliHepi «BiodiH», 380-Rev 00 151 [itoy0i pevyoBUHN
AKUIA pasom 3 Kanito xnopug BUpobHmuTBa K+S
AHTMOKNCHUKOM Kali GmbH (supplied by Merck
BMILLYIOTb Y 30BHILLHIl KGaA, Germany); 3miHu 3 sIKOCTi -
NNacTYKoBUIA MILLOK; NO nofaHHa HOBOro cepTudikaTa
1206 mn, no 1448 mn, BiNOBIAHOCTI E€BpPONENChKiit
no 1904 mn B thapmakonei Ne R1-CEP 2010-
TpuKamepHoMy 380-Rev 00 ans gitoyoi pevyoBuHU
naacTUKoOBOMY Kanito xnopug Big, Bxe
KOHTeliHepi "BiodiH", 3aTBEPIKEHOro BUPObHUKa K+S
SIKUIA pasom 3 Kali GmbH; 3MiHu 3 AkocTi -
AHTUOKNCHUKOM nofaHHsA HOBOro cepTuddikara
BMILLYIOTb Y 30BHILLHIl BiANOBIAHOCTI EBpONechbkil
NIacTMKOBUIA MILLIOK; NO thapmaxonei Ne CEP RO-CEP
4 MiLLKV B KOPOOGL 2011-384-Rev 01 gns giroyoi
peuyoBuHM Hatpito auertaT (y
BUMNAAI HATpito aueTaty
Tpurigparty) Bif BXe
3aTBepAKeHOro BupobHuka Merck
KGaA; 3MiHV 3 SKOCTi - NoAaHHSA
OHOBMEeHOro cepTudpikaty R1-CEP
2011-384-Rev 00 gnsa gitovoi
peyoBuHu HaTpito auetat (y
BUINAAI HATpilo aueTary
Tpurigparty) Big BUpo6Huka Merck
KGaA.
184. | CMO®KABIBEH emynbCia Ans iHysil; ®peseHiyc Kabi HimeuunHa dpeseHiyc Kabi Ab LLisewjs BHECEHHS 3MiH 10 peecTpaLiiiHux | 3a peyenmom UA/14346/01/01

LEEHTPANBHUNA

no 986 mn, no 1477 mn,
no 1970 mn, no 2463 mn
B TPMKamepHomy
nnacTyKoBoMy
KOHTelHepi «BiodiH»,
AKWIA pasom 3
aHTWNOKVNCHUKOM
BMILLYIOTb Y 30BHILLHIl
NAacTUKOBMIA MILLIOK; MO
986 mn, no 1477 mn, no
1970 mn B
TprYKaMepHoMy
nnacTyKoBoMy
KOHTelHepi «BiodiH»,
AKWIA pasom 3
aHTWNOKVNCHUKOM
BMILLYIOTb Y 30BHILLHIl
N1aCTMKOBMIA MILLIOK; MO

[Loliunang Tm6X

marepianis:3miHu | Tuny - nogaHHA
HOBOro cepTtucpikata BiANoBiAHOCTI
€sponelicbkin dhapmakonei Ne R1-
CEP 2010-380-Rev 00 gns gitouoi
PEYOBMHM Kanito xnopua
Bupo6bHuuTea K+S Kali GmbH
(supplied by Merck KGaA,
Germany); 3MiHu | TNy - NogaHHA
HOBOTO cepTudikarta BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2010-380-Rev 00 ans gitoyoi
PeYOBUHM Kanito Xopug Bif BXxe
3aTBEPAXEHOro BUpo6HuKa K+S
Kali GmbH; 3MmiHu | Tuny -
nofaHHsA HOBOro cepTuddikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne CEP RO-CEP
2011-384-Rev 01 gns giroyoi

180




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
4 milkn B KOpo6Li; Nno peuyoBuHM Hatpito auetaT (y
2463 mn B BUMNAAI HATpito aueTaty
TpuKamepHoMy Tpurigparty) Big, Bxe
nnacTyKoBoMy 3aTBepAKeHoro BupobHuka Merck
KOHTeliHepi «BiodiH», KGaA; 3miHn | Tuny - nogaHHsa
AKUIA pasom 3 OHoBrieHoro ceptudikary R1-CEP
@HTUOKMCHMKOM 2011-384-Rev 00 gnsa gitovoi
BMILLYIOTb Y 30BHILLHIl peyoBuHu HaTpito auetat (y
NAacTUKOBMIA MILLIOK; MO BUINIAAI HATpito aueTaty
3 MiLkmn B kopobui Tpurigparty) Big BUpo6Huka Merck
KGaA
185. | CMACKYNPE/b PO34MH ANs iH'EKUIR; NO Bionoriwe HimeuyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/11194/01/01
1,1 mn B amnyni; no 5 Xalinbmitrens XaiinbmiTTens Marepianis: BUNpPaB/eHHS
ammnyn y KOHTYpHIiA Xeenb Mv6X Xeenb Mv6X TEXHIYHOT NOMUJIKM Ha TUTY/bHIl
YapyHKOBIli ynakoBLyj; no CTOPIHLi 3MiH o MKA /13 B HoMepi
1, abo no 2, a6o no 20 peecTpayiiiHOro NocBigYeHHS:
KOHTYPHUX YapyHKOBUX MponoHoBaHa pefakuis
yMakoBOK y KOpoo6Lii 3 3ATBEP)KEHO
KapTOHY Haka3 MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu
16.03.2016 Ne197
PeecTpauiiiHe nocsigYeHHs
NeUA/11194/01/01
186. | CYMAMEA® TabneTkn, BKPUTI TOB «TeBa YkpaiHa MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/2396/02/01
N1iBKOBOK 060/I0HKOMD, YkpaiHa» 4.0.0. marepianis: 3MiHa 3asaBHUKa

no 125 wmr; no 6
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHIl
Kopobui

(BnacHvka peecTpadiiHoro
nocBeigyeHHs) (3rigHo Hakaly MO3
Bif, 23.07.2015 Ne 460): 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/lbHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBiga/bHOI 3a 3AjACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) 3miHa
YNOBHOBaXKEHOI 0CO6U 3asIBHMKA,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigasibHOI 3a
hapmakoHarnag. ditova pegakuis:
Orit Stern-Maman. MponoHoBaHa

pepakuis: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0cobu
3as1BHMKA, BignoBiAa/IbHOT 3a
chapmakoHarnag,

187.

CYMAMEZ®

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 500 mr; no 2 ao no 3
Tabnetkn y 6nictepi; no
1 6nicTepy y KapTOHHIl
Kopobui

TOB «TeBa
Ykpaina»

Ykpaina

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3miHa 3asBHUKa
(BnacHvka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakaly MO3
Bif 23.07.2015 Ne 460): 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobu, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BignoBiganbHOI 3a
thapmakoHarnag. [livoua pegakuis:
Orit Stern-Maman. MNponoHoBaHa
pefakuisi: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHNX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVIKa, BigNoBiAa/IbHOT 3a
dhapmakoHaring,

3a peyenmom

UA/2396/02/02

188.

TABINEK

kancynm
KMLLKOBOPO3UYMHHI M'SKi
no 150 mr no 10 kancyn
y 6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

dapmaueyTiwe
$abpik MoHTaBIT
6X

ABCTpIs

KataneHT JxepmMaHi
E6epbax,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dacoBaHOl
NpoAYKUiT
(KancynoBaHHs,

Himeuunna/
ABCTpist

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:3MiHun | Tuny - 3mMiHu
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3aralbHEHVX AaHUX

6e3 peyenma

UA/5604/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/Tb AKOCTI npo cucTemy thapmakoHarnsgy,
[LOMOMIXXHUX 3MiHa YNoBHOB&aXXEHOT 0co6M,
PEYOBUH, KOHTPO/Ib BiiNOBIAaIbHOT 3a 34iICHEHHS
B MpOLLeCi chapmakoHarnsgy; KOHTakTHOI
BUPOOHULTBA)); ocobu 3 hapmakoHarnsgy
dapmaueyTiwe 3asiBHUKA A5 3AIICHEHHS
thabpik MoHTaBIT thapmakoHarnagy B YkpaiHi, SKLo
M6X, ABCTpis BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
(HaHeceHHs ocobw, BignoBiganbHoI 3a
KMLUKOBOPO3YMHHOIO 3[iiCHeHHs hapMakoHarnagy
NOKPUTTSA Ha (BK/THOYAKOUMN KOHTAKTHI AaHi)
Kancysny, nepsrvHHe Ta/abo 3MiHW Y PO3MILLEHHI
Ta BTOPVIHHE macTep-chaiina cuctemm
nakyBaHHs, thapmakoHarnagy) - 3miHa
KOHTPO/b AKOCTi Ta KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
BWMYCK Cepil) ocobu 3asBHUKA, BiAMNOBIAAUTbHOI
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis:
puweHko Hartanis OpecTiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a (hapmakoHarnag B YkpaiHi
189. | TAOANA®IN TabneTkun, BKpUTI [xy6inaHt IHAaiA [bxy6inaHTt IHAis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyernmom UA/18127/01/02

NNiBKOBOK 060/TIOHKOIO,
no 10 mr Ne 4 (4x1), Ne
30 (10x3) y 6nictepax

IxeHepikc Mlimiteq

[xeHepikc MimiTeq

mMarepianis:3miHu | Tuny - 3MiHK
Lofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHosaHa peaakuis: [-p
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Capita Carap. 3miHa KOHTaKTHUX
[aHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a (hapmakoHarnsg, B YkpaiHi.
3MiHa MicLLe3Haxo4KeHHsA MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa micus
3[jl/iCHEHHS1 OCHOBHOI AifA/IbHOCTI 3
dhapmakoHarnsgy

190.

TALANA®IN

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 20 mr Ne 4 (4x1) y
6nictepi

Lbxy6inaHT
IxeHepike Miviteq

IHais

[xy6inaHt
[xeHepike Mimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu | Tuny - 3MiHN
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: O-p

Capita Carap. 3miHa KOHTaKTHMX

[aHnX YNOBHOBaXEHOI 0co6H,
BignoBiganbHOI 3a
hapmakoHarnsg.

3MiHa KOHTaKTHUX AaHnX

KOHTaKTHOT 0CO6U YNOBHOBaXEHOT

ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a hapmakoHarnsg B Ykpaii.

3MiHa MicLe3HaxoMKeHHs MacTep-
dharina cuctemmn

3a peyenmom

UA/18127/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy. 3miHa micus
3[jACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsay

191.

TAAANA®IN

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOI0
no 5 mr Ne 30 (10x3) y
6nictepax

[xy6inaHt
[bxeHepikc NlimiTeq,

IHais

[bxy6inaHTt
[bkeHepike NimiTes

IHais

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis:3MiHu | Tuny - 3mMiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKa,

BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: O-p

Capita Carap. 3MiHa KOHTaKTHUX

LaHNX YNOBHOBaXEHOI ocobw,
BignoBigasibHOI 3a
hapmakoHarnsg.

3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNoBiAa/IbHOT
3a thapmakoHarnsg B Ykpaii.
3miHa MicLe3HaxomKeHHs! MacTep-
thaiina cuctemu
thapmakoHarnsgy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy

3a peyernmom

UA/18127/01/01

192.

TAKHI

Kancynu TBepai no 0,5
Mmr; no 10 kancyny
6nictepi, no 5 6nictepis
y 3anasiHOMy nakeTi B
Kopoobui

TeBa
PapmaueBTikau
IHoacTpi3 14,

13painb

Nab6opaTopie3
Linndpa C.A., IcnaHis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAYyKLUii, NepBNUHHa
Ta BTOpPVHHA

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:3MiHu | TUny - 3MiHK
BHECEHO A0 IHCTPYKLUiT ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"B3aemogis 3 iHLIMMKU NiKapCbKUMun

3a peyernmom

UA/14248/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynakoBka; NnepBuHHa 3acobamu Ta iHWi Bnan
Ta BTOPUHHA B3a€eMOZii" BiANOBIAHO A0
ynakoBka, f103Bi/1 Ha OHOB/IEHOT iHdhopMaLlii 3 6e3nekn
BWMYCK Cepil) [ilo4oi peyoBrHN. BBeeHHS 3MiH
npoTArom 3-X MicsAwis nicas
3aTBEPAKEHHS
193. | TAKHI kancynv TBepgi no 1 wr; TeBa I13painb Na6opartopies Icnanis BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/14248/01/02
no 10 kancyn y 6nictepi, dapmaueBTikas Linndpa C.A., IcnaHis mMartepianis:3MiHu | Tuny - 3MiHK
no 5 6nictepis y IHpacTpi3 /T4, (BPO6GHMLTBO BHECEHO [0 IHCTPYKLi Ans
3anasHoMy nakeTi B Hepo3dacoBaHoi MeAMYHOro 3aCTOCYBaHHS
Kopobui NpoAyKLUii, NepBnUHHa nNiKapcbKoro 3acoby y po3ain
Ta BTOPUHHA "B3aemogis 3 iHWMMU fliKapCbKUMu
ynakoBka; NepBuHHa 3acobamu Ta iHWi Bnan
Ta BTOPVHHA B3aeMOZiit" BiANOBIAHO A0
ynakoBka, [103Bif1 Ha OHOB/IEHOT iHdhOpMaLii 3 6e3nekn
BWMYCK cepil) [ilo4oi peyoBrHN. BBeeHHS 3MiH
npoTArom 3-X MicALis nicns
3aTBEPMKEHHS
194. | TAKHI Kancynu Teepai no 5 mr; TeBa I13painb Na6opartopies IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/14248/01/03
no 10 kancyn y 6nictepi, $apmaueBTikas Linndpa C.A., IcnaHis mMaTtepianis:3MiHun | Tuny - 3mMiHu
no 5 6nictepis y IHpgacTpi3 /T4, (BMPOGHMLTBO BHECEHO [0 IHCTPYKLi Ans
3anasHoMy nakeTi B Hepo3dacoBaHoi MeJMYHOr0o 3aCTOCYBaHHS
Kopobui NpoAyKLUii, NepBnUHHA niKapcbKoro 3acoby y po3ain
Ta BTOPVHHA "B3aemogis 3 iHWMMK fliKkapCbKUMu
ynakoBka; NepBuHHa 3acobamu Ta iHWi Bnan
Ta BTOPUHHA B3aeMOgiit" BiANOBIAHO A0
ynakoBka, [,03Bif1 Ha OHOB/IEHOT iHdhopMaLlii 3 6e3neku
BUNYCK cepii) 4ito4oi pevoBuHU. BBeeHHA 3MiH
npoTArom 3-X MicsALiB nicns
3aTBEPMXKEHHS
195. | TAKCOTEP® KOHUeHTpaT ans TOB "CaHodi- Ykpaina CaHodi-ABeHTiC HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/5488/01/02
po34nHy Ans iHdysii, 20 ABeHTiC YkpaiHa", [Loiiunang MrveX marepianis:3miHu | Tuny - nogaHHA
mr/mn; Ne 1: no 1 mn (20 Ykpaina OHOBJIEHOTO cepTudikaTa

Mr) y doiakoHi; no 1
(h/1aKOHY B KapPTOHHiiA
Kopo6ui; Ne 1: no 4 mn
(80 mr) y donakoHi; no 1
(h/1aKOHY B KapTOHHiiA
Kopo6u,i

BiANOBIAHOCTI EBpONeiichbkili
thapmakonei Ne R1-CEP 2009-
343-Rev 02 ans [jitoyoi pevyoBuHN
[JoueTtakceny TpurigpaTty Bif BXe
3aTBEPAKEHOr0 BUPOGHMKA
SANOFI-CHIMIE, ®paHuis. JaHum
OHOBNEeHHSAM CEP: BunyyeHHs 3i
cneyucikaLii Ta MeToais
KOHTPO/IHO NOKa3HuKa «Bakki
MeTasnn»; BignosigHo fo ICH
Guideline "Q3D Elemental
impurities" HaBogUTbLCSA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
y3araslbHeHHs 3 KOHTPOJI0 PU3MKIB
LLLOZ0 eNleMeHTapHUX AOMILLOK
196. | TAMOKCU®DEH- Tabnetku no 10 mr; no ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/5528/01/01
340POB'A 10 TabneTok y 6nicTepi; o6MexeHo 0bMexeHot marepianis:3miHu | Tuny - nogaHHA
no 6 6nictepis y BiANOBiAA/ILHICTIO BiANOBIAANBLHICTIO OHOBJIEHOTO cepTudikaTa
KapTOHHI Kopo6Li; no "dbapmaLeBTnyHa "®apmMaueBTNYHa BIANOBIAHOCTI EBPONENChKili
60 TabneTtok y KomMaHis "3gopos'a” KomnaHis "3gopos'a” thapmakonei Ne R2-CEP 1995-
KOHTEeliHepi 016-Rev 05 ansa Aito4oi pevyoBuHU
naacTtmacosomy; no 1 TamokcucpeHy Big Bxe
KOHTEiHepY B KApTOHHIl 3aTBepxeHoro BupobHnka OLON
Kopobui S.P.A, ltaly, y Hacnigok 3miHu
iHAeKcy B agpeci BnacHuka
cepTuddikaTa Ta agpeci BUpo6Hvka
NPOMIXHOro NPOAYyKTY 6e3
haKkTUUHOT 3MiHYM X Micus
po3TallyBaHHSA. 3anponoHoBaHo:
Strada Rivoltana Km 6/7 Italy-
20053 Rodano, Milano
197. | TAMOKCU®DEH- Tabnetku no 20 wmr; no ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/5528/01/02
340POB'A 10 Tabnetok y 6nictepi; 06MEXEHO 06MmexXeHo martepianis:3MiHu | TUNy - NnogaHHs
no 3 abo 6 6nictepis y BiANOBIAA/ILHICTIO BiANOBIAA/LHICTIO OHOB/IEHOTO cepTudikara
KapTOHHIlA KopoobLi "apmaueBTnyHa "hapmMaueBTNYHa BiANOBIAHOCTI EBpONeichbkili
KoMnaHis "3popos'a” KoMnaHis "3gopos'a” hapmakonei Ne R2-CEP 1995-
016-Rev 05 gns fjitoyoi pevyoBnHN
TamokcudpeHy Bif Bxe
3aTBEpKEHOro BUpo6Hrka OLON
S.P.A., ltaly, y Hacnigok 3miHu
iHAEeKCcy B afpeci BNnacHuka
cepTugikaTta Ta agpeci BupobHuka
NPOMDKHOro NpoAyKkTy 6e3
hakKTUYHOT 3MiHM X MicLA
po3TallyBaHHSA. 3anponoHoBaHo:
Strada Rivoltana Km 6/7 Italy-
20053 Rodano, Milano
198. | TECTIC PO34UH AN8 iH'eKUIA; No Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/0791/01/01
KOMMNO3NTYM 2,2 Mn B amnyni; no 5 Xanbmitresb XanbmiTTe b mMartepianiB:BUNPaBNEHO TEXHIYHY
ammnyn y KOHTYpHIiA Xeenb M'mM6X Xeenb M'M6X NOMWJIKY Y TEKCTi MapKyBaHHS

YapyHKOBIli ynakoBLi; No
1, no 2 a6o no 20
KOHTYPHUX YapyHKOBUX
yMakoBOK Yy KOpoo6Lii 3
KapTOHY

BTOPUHHOT YNakoBKM NikapCbKoro
3acoby: 3anponoHOBaHoO: 2.
KIJIBKICTb AIK0YOT PEHOBUHIN
2,2 MN iH'€KLIHOro PO34nHyY
MicTaTb: Acidum ascorbicum D6 —
22 wr, Caladium seguinum D6 —
22 wr, Conium maculatum D28 —
22 wmr, Cor suis D8 — 22 wr,
Cortisonum aceticum D13 — 22 wr,
Curare D8 — 22 mr, Damiana D8 —
22 wr, Diencephalon suis D10 —
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

22 mr, Embryo totalis suis D8 — 22
mr, Ferrum phosphoricum D10 —
22 wr, Glandula suprarenalis suis
D13 — 22 wr, Kalium picrinicum D6
— 22 wr, Lycopodium clavatum
D28 — 22 wrr, Lytta vesicatoria D8
— 22 mr, Magnesium
phosphoricum D10 — 22 wr,
Manganum phosphoricum D8 — 22
mr, Panax ginseng D4 — 22 wr,
Phosphorus D8 — 22 mr, Selenium
D10 - 22 wr, Strychninum
phosphoricum D6 — 22 wr, Testis
suis D4 — 22 wmr, Vitex agnus-
castus D6 — 22 wmr, Zincum
metallicum D10 — 22 wr;
3a3HauyeHe BUMpaBieHHs
BiANoBigae marepianam
peecTpauiiiHoro Aocbe

199.

TAMOIrnNnoBYNIH®

niochinizoBaHuii
MOPOLLIOK A5
NPUroTyBaHHsA
KOHLeHTpaTy Ans
po3unHy Ans iHdysii no
25mMrNel:nol
(h/1aKOHY B KapTOHHii
Kopobui

[xeHzalim FOpon
B.B.

HigepnaHan

[bxeH3aiim lpnaHg
Nimiten, Ipnaxgis
(nepBuHHa Ta
BTOPWHHA yNakoBKa,
[03BiN Ha BUMYCK
cepil); IxeH3aim
NimiTen, Benvka
BpuTtaHis (BTOpuHHA
yrakoBKa);
[xeHzalim
Moniknonanc CAC,
®paHuia
(BUPOBHMLTBO
Hepo3acosaHoro
NpPoAYyKTY, A03BiN Ha
BUNYyCK cepii)

Ipnangis/
Benvka
BpuTanis/
PpaHuin

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis:3miHu Il Tuny - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Besneka CTOPOHHIX areHTiB.
OHoBeHHs iHdhopmauii "OuiHka
6e3Mnekn CTOPOHHIX areHTis"
(po3gain 3.2.A.2) (3amiHa
3acTapinmx AoCigKeHb,
MoB'A3aHUX 3 eTanamu
BMPOOHULITBA Ta CTOPOHHIMU
areHTamu, npo ski Bxe
NoBiAOMNSANOCA B AOCHE) - 3i
3MIHOI OLLIHKM PU3MKY -
OHOB/EHHS iHhopMaLil Wwoa0
TSE-BSE 6e3neku; 3miHu Il Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. besneka
CTOPOHHIX areHTiB. OHOBJ/IEHHSA
iHdbopmawii "OuiHka 6e3neku
CTOPOHHIX areHTis" (po3gin
3.2.A.2) (3amiHa 3acTapinux
JocnifxeHb, NOB'A3aHUX 3
eTanamv BUpOGHMLUTBA Ta
CTOPOHHIMM areHTamu, Npo ki
BX€ MNOBIJOM/ANOCA B AOCHE) - 3i
3MIHOO OLIiHKV PU3NKY -
OHOBJIEHHS iHGhopMaLi Woao
BipyCHOT 6e3neku

3a peyenmom

UA/15575/01/01

200.

TUPOIEH® 0,9 MI'

NOPOLLIOK ANs

[hxeHsalim FOpon

Higepnangu

[bxeH3aim |pnaHa

IpnaHgis/

BHECEHHS 3MiH 10 peecTpaLiiHnX

3a peyenmom

UA/9743/01/01

188




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPUroTYBaHHS PO3YNHY B.B. Niviten, lpnaxgis CLIA/ marepianis:3minu | Tuny -
(0,9 Mr/mn) ons i ekuii (BUPOBHMLTBO Benvka JofaBaHHsA AinbHuui Genzyme
no 1,1 mr; 2 dpiakoHu 3 KIHLLeBOrO NPOAYKTY BpuTaHis Corporation 500 Soldiers Field
MOPOLLKOM Y KapTOHHIl (fill/finish), koHTPONB Road Allston, MA 02134 USA, Ha
KopoobLi cepii, NnepBuUHHA Ta SKilA 34IACHIOETLCSA KOHTPO/Tb
BTOPVHHA ynakoBkKa, AKOCTI - HaTpIli TeCcT Ha
[03BIiNT HAa BUMYCK Hepo3dacoBaHy Cy6CTaHL o
cepil); [xeH3aim (formulated Bulk Drug Substance)
KopnopeiiwH, CLUA Ta Ha LiMICHICTb 3aKpuUTTS
(BMPOGHMLTBO KOHTeliHepa roToBoro NpoaykTy;
Hepo3dhacoBaHOl 3MiHuW | TUNY - AoAaBaHHA AiNbHUL
npoaykuii); Genzyme Corporation, 45, 51, 68,
[bxeHzalim flimiTes, 74, 76 and 80 New York Avenue,
Benvka bputaHis Framingham, MA 01701-9322,
(BTOpUHHA USA, BIANOBIAa/IbHOT 32 KOHTPO/1b
ynakoBka, f103BiN Ha AKOCTI
BUNYyCK cepii)
201. | TUPOrEH® 0,9 MI NopoLUOK ANs [xeHsaim KOpon HigepnaHgn [bxeHzaim lpnang Ipnangis/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/9743/01/01
NPUroTYBaHHSA PO34NHY B.B. Niviten, lpnaxgis CLIA/ Marepianis:3minu Il Tuny -
(0,9 Mr/mn) ans iH ekuii (BUPOBHMLTBO Benvka [oflaBaHHA OinbHUL, ae
no 1,1 mr; 2 chnakoHu 3 KIHLLEBOrO NPOAyKTY BpuTtaHis NpOBOAUTLCS BUMPOGYBaHHS cepii,

MOPOLLKOM Y KapTOHHiIl
Kopobui

(fill/finish), koHTpONB
cepil, NnepBuHHa Ta
BTOPUHHA YNakoBKa,
[03BiN HA BUMYCK
cepil); JxeH3aim
KopnopeiiwH, CLUA
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
NPOAYKLT);
[bxeHzaiim JlimiTes,
Benvka bputaHis
(BTOPUHHA
ynakoBka, f103BiN Ha
BUNYyCK cepii)

BK/TIOHAI0UM 3aCTOCYBaHHS
iMyHONoriYHoOro metogy, a came —
AofaBaHHA koMnaHii Eurofins
Lancaster Laboratories Inc., CLUA
B AIKOCTi akpeAMTOBaHOT Ai/TbHULL
Ha TecTyBaHHs Ha Be3usipyc 2117
B NOCIBHOMY Matepiani,
6iopeakTopi, matepiani, 3ibpaHomy
B NpoLeCi KynbTuBaw,ji KNiTuH, 3
AKOro NoTiM BUrOTOB/AOTb
npenapar TUrepoH, a Takox
cupoBaTLi KpoBi, B TOMY Ymnchi, B
[OHOpCbKili Bruyauiin cupoBaTui,
embpioHaNbHIl Guyadiii
CMpoBaTLj, Ta CPOBATLi KPOBI
Tenar. 3MiH 4o Hapasi
3apeecTpoBaHOro Metoay
LOCNIMKEHHS HEMa€E. BHeCeHHs
peAaKkTopCbKyX NpaBokK A0
LiNsIHOK, Ae BifbyBaeTbCA
36epiraHHsA 6aHKy KnituH (MCB,
WCB). Hapasi ginsaHka Genzyme
Corporation, ®pemiHrem, CLUA
npeacTaBneHa ik OCHOBHUIA 6aHK,
a Genzyme Flanders bvba, leens,
Benbris, sk pesepBHUiA 6aHK. Byno
BWAA/IEHO MOCUMAHHA HA OCHOBHE
Ta pe3epBHe CXOBULLE, OCKi/IbKM
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

06VABI AinAHKM 3apeecTpoBaHi
Ansa 36epiraHHa 6aHKy KNiTUH.
3MiH AiSNbHOCTI AiNSHOK HeMae

202.

TIOMEHTAN

niodpinizat Ans po3unHy
ans iH'ekuii no 0,5 ;
chnakoHu 3 niocpinizatom

MAT
"Kuismegnpenapar”

YKpaiHa

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
martepianis:3mMiHu Il Tuny —
BHECEHHS 3MiH [0 MaTepianis
peecTpauiiHoro AockE, p.
3.2.P.7.Cuctema
KOHTeliHep/3akynoptoBasbHuWi
3acib, a came 3amiHa Nnpobku
ryMOBOI Ha NPo6Ky ryMoBYy A1
niodpinisauii 3 oropnoniMepHum
nokpuTTAM Tuny 20-A-S
(6pombyTHnosa | Tuny).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS

3a peyernmom

UA/3916/01/01

203.

TIONEHTAN

niodpinizat ANs po3vnHy
ans iH'ekuii no 1,0 r;
dhnakoHu 3 nioghinisatom

MAT
"Kuismegnpenapat"

YKpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu Il Tuny —
BHECEeHHS 3MiH 0 MaTepiasis
peecTpauiiHoro 4ocbe, p.
3.2.P.7.Cuctema
KOHTelHep/3aKynopoBanbHWii
3aci6, a came 3amiHa nNpobku
ryMOBOI Ha NPo6Ky rymoBy Ansi
niodpinizauii 3 oToprnoniMepHum
nokpuTTam Tuny 20-A-S
(6pombyTMnoBa | Tuny).
BBefeHHA 3MiH NPOTArom 6-1n
MicsILiB nmicns 3aTBepoKEHHS

3a peyenmom

UA/3916/01/02

204.

TOMOrEKCON®

PO34MH NS iH'ekuin, 240
Mr iogy/mn, no 20 mn B
amnyni; no 5 amnyn y
nadui 3 kKapToHy; no 20
mn a6o 50 mn, a6o 100
My chnakoHi; no 1
donakoHy y nauui 3
KapToHY

AT "®dapmak”

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis:3MiHu | Tuny -
BHECEHHS 3MiH Y MeToau

BMNPOOGYyBaHHs /13, 30kpemMa: 3a

NoKasHWKOM "OCMONANbHICTL",
KOHKPETN30BaHO MeTof,
BM3HAYEHHS (METO BUMIpIOBaHHS
TUCKY Napw Hag, pO34/HOM,
Temnepartypa nposefeHHs
BUNPOGYBaHHst 37°C); 3miHn | TNy
- BHECEHHS 3MiH Y
Cneuucpikauito/MeTogis

BMNPOGYBaHHs /13, 30kpema: 3a

nokasHukom "l'yctuHa"
BU/TYYEHHHS 3a3HaYeHHs
nocunaHHsa Ha meTog 2.

3a peyenmom

UA/7853/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Bpaxouytouu Te, Lo rycTuHy
npenapary B13Ha4alTb METOAOM
2 abo Ha cepTuchikoBaHOMY
aBTOMaTUYHOMY LidpoBOMY
ryctuHomipi Mettler Toledo DM40
(3 TOYHiCTTIO BUMIiptoBaHHA 0,0001
r/cm3), TOMy B AaHOMy TecTi
3aMLWIAETLCSA NOCUNIAHHS TiNbKK
Ha AdY*, 2.2.5; 3miHu | Tvny -
BHECEHHS 3MiH Y
Cneuudpikauito/MeTogis
BMNpobyBaHHA /13, 30kpema: 3a
nokasHukom "bakTepianbHi
E€HA0TOKCUHU" [ONOBHEHHA
BiANOBIAHWM MOCUMAHHAM Ha
aitody pegakuito EP Ta BunyyeHHs
MOBHOrO OMUCY NPOBEAEHHS
METOAMKM; 3MiHU | Tuny -
BHECEHHS 3MiH Y
Cneuudpikauito/MeTogis
BuNpo6ysaHHs N3 gns
no3yBaHHa 300 mr iogy/mn Ta 240
M ogy/mn, 3o0kpema: 3a
noKasHUkom "CTepunbHICTb"
[LOMNOBHEHHS BigNoBigHUM
NOCUMaHHAM Ha fjtovy pefakLito
EP Ta BW/1yYeHHs MOBHOIO Onucy
NpoBefeHHA MeTOANKN; 3MiHN |
TUNY - BHECEHHSA HE3HAYHMX 3MiH
[,0 NepBUHHOT ynakoBku 13,
30Kpema: A0AAETbCA MOX/INBICTb
BUKOPUCTAHHA N1aCcTUKOBOI
Haknagku 6i1oro konbLopy Ans
KPULLIKU a/TIlOMIHIEBOT 3 BigKUAHUM
N1acTUKOBMM KOBNAYKoOM Ta
MOX/IMBICTb BUKOPUCTaHHSA
N1aCTUKOBOI HaKMaaku
61akKnTHOro Ta 6iN1oro Konbopy
KPULLIKW @/1FOMIHIEBOT KPULLIKY 3
KOMOGiIHOBaHUM N1aCTUKOBUM
KoBnaykom Tuny Tear off; 3miHu |
TUMY - BHECEHHS HE3HAYHWX 3MiH
Ao Cneuudpikauii nepBUHHOI
ynakosku /13, 30kpema: 3a
NoKa3HMKOM "30BHiLLHiV Burnsg”
YTOUYHEHHSI NapaMeTpiB onucy
KPULLKW a/TIOMIHIEBOT KPULLIKA 3
KOM6IHOBaHWM MNAaCTUKOBUM
koBnaykom Tuny Tear off Ta
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KPULLIKN a/TIlOMIHIEBOT 3 BigKUAHUM
N1acTUKOBUM KOBMAYKOM.
MakyBanbHUiAi MaTepian
He3MiHuBCA

205. | TOMOrekcon® pO34uH AN iH'ekuiid, 300 AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/7853/01/02

mr iogy/mn, no 20 mn B
amnyni; no 5 amnyny
naJui 3 KapToHy; no 20
mn a6o 50 mn, abo 100
My chnakoHi; no 1
donakoHy y nauui 3
KapToHy

marepianis:3minu | Tuny -
BHECEHHS 3MiH y MeToau
BUNpo6yBaHHsa 13, 30kpema: 3a
NnokasHnkom "OCMONS/bHICTL",
KOHKPETV30BaHO MeTo[,
BU3HAYEHHS (MeTo BUMIpOBaHHS
TUCKY Napw Hag, pO34VHOM,
Temneparypa nposefeHHs
BUNPo6yBaHHa 37°C); 3MiHu | TNy
- BHECEHHS 3MiH Y
Cneuudpikauito/MeTogiB
BUNpo6yBaHHsa /13, 30kpema: 3a
nokasHukom "TyctuHa"
BUJTYYEHHHSA 3a3HauYeHHs
nocunaHHA Ha mMeTop, 2.
Bpaxouytoun Te, L0 ryCTUHY
npenapary BM3Ha4yaloTb METOA0M
2 abo Ha cepTudikoBaHOMY
aBToMaTM4yHOMY LichpoBOMY
ryctuHomipi Mettler Toledo DM40
(3 TOUHiCTTIO BUMIiptoBaHHA 0,0001
r/cm3), TOMy B AaHOMy TecTi
3aMLIAETLCSA NOCUNIAHHSA TiNbKKN
Ha AdY*, 2.2.5; 3miHuK | TNy -
BHECEHHS 3MiH Y
Cneuudpikauito/MeTogiB
BUNpo6yBaHHsa /13, 30kpema: 3a
nokasHukom "bakTepianbHi
€HOO0TOKCUHN" OONOBHEHHSA
Bi4NOBIAHMM NOCUMAHHAM Ha
aitody pegakuito EP Ta BunyueHHs
MOBHOTO OMUCY NPOBeAEHHS
METOAMKM; 3MiHU | Tuny -
BHECEHHS 3MiH Y
Cneuudpikauito/MeTogiB
BMNpo6yBaHHsA 13 ana
no3ysaHHa 300 mr iogy/mn Ta 240
M iogy/Mn, 30kpema: 3a
NOKa3HUKOM "CTepunbHicTb"
[OOMNOBHEHHS BigNOBIAHUM
NocunaHHsAM Ha fjtouy pefakLito
EP Ta BW/Iy4eHHs NOBHOIo onucy
NpOBefiEHHSI METOANKM; 3MiHW |
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TUNY - BHECEHHA HE3HAYHNX 3MiH
[,0 NepPBUHHOT ynakosku 13,
30Kpema: 404a€ETbCA MOX/IUBICTb
BUKOPUCTAHHA N1aCcTUKOBOI
Haknagku 6inoro konbopy Ans
KPULLIKN a/TlOMIHIEBOT 3 BigKUAHUM
N1acTUKOBMM KOBMAYKOM Ta
MOX/IBICTb BUKOPUCTAHHS
NNacTUKOBOI HaKNaaKku
61aknTHOro Ta 6iN1oro Konbopy
KPULLKW a/TIOMIHIEBOT KPULLIKA 3
KOMGIHOBaHUM MNaCTUKOBUM
KoBnaykom Tuny Tear off; 3MiHu |
TUNY - BHECEHHA HE3HAYHUX 3MiH
Ao Cneuudikauii nepsuHHoOI
ynakosku 13, 3okpema: 3a
NoKa3HUKOM "30BHiLLHIN BUriag”
YTOYHEHHS NapameTpis onucy
KPULLKN a/TIOMiHIEBOT KPULLKA 3
KOMGiIHOBaHUM N1ACTUKOBUM
koBnaykom Tuny Tear off Ta
KPULLIKN a/TlOMIHIEBOT 3 BigKUAHUM
N1acTUKOBUM KOBMAYKOM.
MakyBanbHUiAi MaTepian
He3MiHuBCA

206.

TOMOIEKCON®

pO34uH AN iH'ekuiid, 350
mr iogy/mn, no 20 mn B
amnyni; no 5 amnyny
naJui 3 KapToHy; no 20
mn a6o 50 mn, abo 100
My chnakoHi; no 1
donakoHy y nauui 3
KapToHy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3minu | Tuny -
BHECEHHS 3MiH y MeToau

BUNpo6yBaHHsA 13, 30kpema: 3a

NnokasHnkom "OCMONS/bHICTL",
KOHKPET30BaHO MeTo[,
BU3HAYEeHHS (MeTo BUMIpOBaHHS
TUCKY Napw Hag, pO34/HOM,
Temneparypa nposefeHHs
BUNPo6yBaHHsa 37°C); 3MiHu | TNy
- BHECEHHS 3MiH Y
Cneuudpikauito/MeTogiB

BUNpo6yBaHHsa /13, 30kpema: 3a

nokasHukom "ryctuHa"
BU/TYYEHHHSA 3a3HauYeHHs
nocunaHHA Ha mMeTop, 2.
Bpaxouytoun Te, L0 ryCTUHY
npenapary BM3Ha4yaloTb MeToA0M
2 abo Ha cepTudikoBaHOMY
aBToMaTM4yHOMY LthpoBOMY
ryctuHomipi Mettler Toledo DM40

(3 TOUHiCTTIO BUMIiptoBaHHA 0,0001

r/cmM3), TOMy B JaHOMy TecTi

3a peyenmom

UA/7853/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aMLIAETLCS NOCUNAHHSA TiNbKKN
Ha AdY*, 2.2.5; 3miHu | TNy -
BHECEHHS 3MiH Y
Cneuudpikauito/MeTogiB
BUNpo6yBaHHsA /13, 30kpema: 3a
nokasHukom "bakTepiasbHi
EHOO0TOKCUHN" 0ONOBHEHHSA
Bi4MNOBIAHMM NOCUMAHHAM Ha
Aitody pegakuito EP Ta BunyyeHHs
MOBHOrO OMUCY NPOBELEHHS
METOAWKM; 3MiHU | Tuny -
BHECEHHS 3MiH Y
Cneuudpikauito/MeTogiB
BMNpobyBaHHs 13 ansa
no3yBaHHa 300 mr iiogy/mn Ta 240
M iogy/Mn, 30kpema: 3a
NOKa3HUKOM "CTepunbHicTb"
[OMNOBHEHHS Bi4NOBIAHUM
NOCUNaHHSAM Ha fjtouy pefakLito
EP Ta BWU/y4eHHs NOBHOMo onucy
NpoBefEeHHsA METOANKM; 3MiHY |
TUNY - BHECEHHA HE3HAYHNX 3MiH
[,0 NepPBUHHOT ynakosku 13,
30Kpema: 404a€ETbCA MOX/IUBICTb
BUKOPUCTAHHA N1aCcTUKOBOI
Haknagku 6inoro konbopy Ans
KPULLIKN a/TlOMIHIEBOT 3 BigKUAHUM
N1acTUKOBMM KOBMAYKoOM Ta
MOX/IBICTb BUKOPUCTAHHS
NNacTUKOBOI HaKNaaKu
61aknTHOro Ta 6in1oro Konbopy
KPULLKW a/TIOMIHIEBOT KPULLIKA 3
KOMGIHOBaHWM MNaCTUKOBUM
KoBnaykom Tuny Tear off; 3MiHu |
TUNY - BHECEHHSA HE3HAYHMX 3MiH
Ao Cneuudikauii nepsuHHoOI
ynakosku 13, 3okpema: 3a
NnoKa3HUKOM "30BHiLLHIl BUriag”
YTOYHEHHS NapameTpis onucy
KPULLKN a/TIOMiHIEBOT KPULLKA 3
KOMGiIHOBaHUM NIACTUKOBUM
koBnaykom Tuny Tear off Ta
KPULLIKU a/TIlOMIHIEBOT 3 BigKUAHUM
N1acTUKOBUM KOBMAYKOM.
MakyBanbHUiAi MaTepian
He3MiHuBCA

207.

TOMOCKAH®

PO34MH A8 iH'eKUIA, NO
370 mr/inogy/mn no 50

AT "®dapmak”

YKpaiHa

AT "dapmak”
(BMPO6GHMLTBO 3

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: 3minu | Tuny -

3a peyenmom

UA/13681/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mn, 100 mn, 200 mn y nakyBaHHs in bulk AAMiHICTpaTUBHI 3MiHW. 3MiHa
PipMu1-BUPOGHMKA HalilmeHyBaHHs Ta/abo agpecu
Solupharm 3asBHMKa (BNacHvka
peecTpauiiHoro NoCBigYeHHs)-

dnakoHi; no 1 dpnakony
B NauyLj 3 KapToHy

Pharmazeutische
Erzeugnisse GmbH
HimeuunHa)
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3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa (BNacHvKa
peecTpauiiHoro NocBigYEHHS)
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHM | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUaum
AinbHULI BUNYCKy cepii abo Mmicue
NpoBeAEeHHA KOHTPOJKO SKOCTI.
(aisnbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKUM
BUWMYCK Cepiii) - 3MiHa
HallMeHyBaHHA Ta agpecu
BMPOGHUWKa, 6e3 3MiHM Micus
BUPOGHMLTBA. 3MiHV BHECEHI B
IHCTPYKLil0 ANA MeAnyHOro

Ta lioro agpeca micus
NPOBaPKEHHA AiS/IbHOCTI" 3
3MiHV Wwoao

6e3nekn/edeKTMBHOCTI Ta

«MapkyBaHHA» MKHA /13

MAPKYBAHHSA 3rigHo
3aTBEPAKEHOT0 TEKCTY

3actocyBaHHs /13 y p. "Bupo6HUK",
"Micue3HaxomKeHHA BUPOGHMKa

BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNnakoBOK. BBeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -

hapmakoHarnagy (iHwi 3miHu) -
BHeceHHs 3MiH 40 po3ainy

3arsepaxeHo: MAPKYBAHHA

Bignosigae HagaHoMy TeKCTy
MapKyBaHHs1. 3anponoHOBaHO:

MapKyBaHHsA. OHOBJIEHHSA TEKCTY
MapKyBaHHS YyrNakoBKU NiKapCbKoro
3ac06y 3 BHECEHHAM iHchopmaLii
LLI0A0 3a3HaYEHHA OANHULb
BMMIpPIOBaHHSA y cuctemi Sl.

BBefeHHs 3MiH NpoTArom 6-Tu

MicsILiB Micnsi 3aTBEPAKEHHS




mr iogy/mn no 50 mn,
100 mn, 200 mn, 500 mn
y donakoHi; no 1
hnakoHy B nauui 3
KapToHy

nakyBaHHs in bulk
ipMu1-BMPOGHMKa
Solupharm
Pharmazeutische
Erzeugnisse GmbH,
HimeyunHa)

AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKA (BNacHuKa
peecTpauiiHoro NoCBigYEHHS)-
3miHa HaliMeHyBaHHS Ta agpecu
3asBHUKa (BnacHuKa
peecTpavLiiHoro NocBigYEHHS)
BBegeHHs 3MiH npoTArom 6-tm
MiCALIB NiCNa 3aTBEPOXKEHHS;
3MiHY | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOHaoum
AinbHULI BUNYCKY cepii abo micue
NPOBeAEHHA KOHTPOJIO SIKOCTI.
(misnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNIOPTEP, BKIKOYAOUM
BUWMYCK Cepiii) - 3miHa
HaliMeHyBaHHs Ta agpecu
BMPOGHUKA, 6e3 3MiHN Micusa
BMPOGHMLTBA. 3MiHV BHECEHI B
IHCTPYKLi0 ANA MeguyHoro
3actocyBaHHs /13 y p. "Bupo6HuK",
"MicLe3HaxomKeHHs BUPOGHMKa
Ta iloro agpeca micus
NPOBaPKEHHA AiSNIbHOCTI" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. BBeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHV Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) -
BHeceHHs 3MiH f0 po3ainy
«MapkyBaHHA» MKA 13
3aTtBepmkeHo: MAPKYBAHHA
Bignosigae HagaHoMy TeKCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby 3 BHeCEHHsIM iHchopmauit
LLLOA0 3a3HAYEHHS OANHNLB

BMMIpIOBaHHs y cuctemi Sl.

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
208. | TOMOCKAH® pO34nH ANa iH'ekuid, 300 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/13681/01/01
(BUPOBHMLTBO 3 MaTepianis: 3MiHu | Tuny -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepIKEHHs

209.

TOMOCKAH®

pO34nH ANs iH'ekuid, 300
mr iogy/mn in bulk: no
50 mn, 100 mn, 200 mny
donakoHi; no 10
ch1akoHIB y kopobuy; in
bulk: 500 mMn y dpnakoHi;
no 6 do1akoHiB y KOpooLy

AT “®apmak”

Ykpaina

Contothapm
dapmaueyTiwe
Epuolirdicce M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
3asBHUKa (BnacHvKa
peecTpaLiiHoro NocBigYEHHS)
3MiHa HaliMeHyBaHHA Ta agpecu
3asBHUKa (BnacHvKa
peecTpaLiiHoro NocBigYEHHS)
BBeaeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn)
[aHa 3MiHa BHOCUTbLCS Y 3B'A3KY 3
BHECEHHSIM 3MiH [0 TEKCTY
MapKyBaHHA BTOPUHHOT Ta
NepBMHHOT YNaKoBKM NiKapCbKOro
3acoby ansa npogykuii in bulk: 300
Mr iogy/mn in bulk: no 50 mn, 100
M1, 200 mn 'y chnakoHi; no 10
hnakoHiB y kopobuj; in bulk: no
500 mn y dhnakoHi; no 6 pnakoHis
y Kopob6ui a6o 370 mr iiogy/mn in
bulk: no 50 mn, 100 mn, 200 mn 'y
chnakoHi; no 10 dpnakoHiB y
Kopobui

UA/13682/01/01

210.

TOMOCKAH®

pO34nH ANa iH'ekuid, 370
Mr iogy/mn in bulk: no
50 mn, 100 mn, 200 mny
donakoHi; no 10
thnakoHiB y KopobLi

AT “®apmak”

Ykpaina

Contothapm
dapmaueyTille
Epuolirdicce M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3MiHu | Tuny -
AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvKa
peecTpaLiiHoro NocBigYeHHs)
3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa (BNacHvKa
peecTpaLiiHoro NocBigYEHHs)
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALiB NiCNA 3aTBEPOXKEHHS.
3MiHu | TUnNYy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK)
[aHa 3miHa BHOCUTbLCS Y 3B'A3KY 3
BHECEHHSIM 3MiH [0 TEKCTY
MapKyBaHHA BTOPUHHOT Ta
NepBUHHOT YNakoBKW NiKapCbKoro
3acoby ansa npogykuii in bulk: 300
Mr moay/mn in bulk: no 50 mn, 100

UA/13682/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
M, 200 mA 'y doriakoHi; no 10
dhnakoHiB y Kopobui; in bulk: no
500 mn y donakoHi; no 6 chiakoHis
y kopob6uj a6o 370 mr iiogy/mn in
bulk: no 50 mn, 100 mn, 200 mn y
hnakoHi; no 10 cpnakoHis y
Kopo6ui
211. | TOTEMA pO34uH opasibHUiA no 10 NabopaTopis PpaHuin IHHOTepa LUys3i PpaHuin BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/7854/01/01
M B amnysi; no 10 IHHOTEK marepianis: 3miHu | Tuny -
ammnys B YapyHKOBIi IHTepHacbiioHasTb

ynakosLi; no 2
YapyHKOBI yNaKOBKMN B
KapTOHHIA KopoobLi

nogaHHsa oHosnieHoro CEP Ne R1-
CEP 2001-444-Rev 01 gns A®|
3anisa rnokonary Dr. Paul
Lohmann GmbH. KG
(3atBepmxeHo: R1-CEP 2001-
444-Rev 00); 3miHun | Tvny -
BUJTYYEHHS BUNPOOYBAHHS BaXKKNX
MeTasliB 3i cneuugikawi
[0MOMDKHOT PEYOBUHM
apomatusaTop «TyTTi pyTTi»;
3MiHW | TUMY - BUNYYEHHS
BMNPOGYBaHHA BaXXKMX MeTaniB
«Baxki MeTann» Ta «MULL'AK» 3i
crneuugikavii LoNoMiXHOT
peyoBnHN 6apBHYK Kapamesb
amiaky (E 150 c); 3MiHu | Tuny -
BHECEHHS 3MiH O METOAUKN
BMNpo6ysaHHA /13 3a
nokasHukom “"OKucHe 3ani3o”, Wwo
06YMOB/IEHO ONTUMI3aLi€ED
METOAVKM Y YaCTUHI NPUrOTyBaHHSA
3paskiB 419 BUNPObyBaHHS;
3MiHW | TUNY - BHECEHHS 3MiH A0
MeToAVKM BUNpobysaHHs 13 3a
nokasHukom «KinbkicHe
BU3HAYEHHSA. Migb», Lo
06YMOB/IEHO ONTUMI3aLiED
MEeTOAVKM A9 NOKpaLLeHHS
PO3YMHEHHS NOTEHLIiHNX 0CagiB;
3MiHW | Tuny - 3aTBepaKeHHsa MKA
N3 ykpaiHCcbKo MOBOIO; 3MiHU I
MRy - 3MiHW y cneumdikayii M3
3a NOKa3HUKOM «Onuc», Lo
CTOCYIOTbCS BUSTyYEHHS
BMU3HAYEHHA 3anaxy, Ta fAoAaHHA
Onncy WoA0 NPUCYTHOCTI
MOX/IMBOrO ocagy;
3anponoHoBaHo: Mpo3opa pigvHa
TEMHO-KOPUYHEBOTO KOMbOPY.
MoXxnmBa NPUCYTHICTb ApiGHOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ocagy. 3MiHN BHECEHO B
IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
y p. "OCHOBHi i3nKO-XiMiuHi
BNacTMBOCTI". BBeEHHA 3MiH
npoTArom 6-t1 MicAuis nicns
3aTBEPMKEHHS; 3MiHu |l Tuny -
PO3LUMPEHHSA KpUTEPItO
NpUIAHATHOCTI y cneumdikauii M3
3a nokasHUkoM «KinbkicHe
BU3HAYEHHS. Migpb»;
3anponoHoBaHo: 0,70 mr/10 mn
+10 % (0.63-077 mr/10 mn)
212. | TPUTPUM Tabnetku no 10 mr; no dapmaLeBTUYHNIA MonbLa dapmaLleBTUYHNI MonbLa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/10564/01/03
10 TabneTok y 6nicTepi; 3aBog, "Monbtapma” 3aBop, marepianis:3miHu | Tuny - nogaHHA
no 3 6nictepn y C.A. "Monbchapma” C.A. oHoBsieHoro CepTudikarty
KapTOHHIlA KOpooLi BignosigHocTi €EP R1-CEP 2009-
061-Rev 02 ana A®l Topacewmia,
Bif] y)ke 3aTBEPKEHOr0
BMpo6HUuKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.,
China
213. | TPOKCEBA3UNH® renb2% no40ry TOB "TeBa YkpaiHa" YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/3368/01/01
MeM6paHHii TposH AT marepianis:3miHu | Tuny - nogaHHA
anoMiHieBili abo OHOBJIEHOTO cepTudikaTa
MeMO6PaHHili namiHaTHil BiANOBIAHOCTI EBpONechbkili
Ty6i, no 1 Ty6i B thapmakonei Ne R1-CEP 2005-
KapTOHHI nayui; no 20 r 263-Rev 05 gna aitoyoi peyoBuHN
abono 100 ry Troxerutin Bif BXe 3aTBEpAKEHOro
MeMbpaHHii namiHaTHiin BMpo6HMKa Expansia PCAS,
Ty6i, no 1 Ty6i B ®paHuif; 3MiHW | TUNY - 3BY)XEHHS
KapTOHHI nayw,i [L0MyCTUMOI MeXi BMICTY
ETU/IEHITIKOMIO 3 «He biflbLue
0,15%>» po «He 6inbwe 0,088%>» y
cneumnagikauii A®I TpokcepyTuH
214. | TPOKCEPYTUH- renb, 20 mr/r, 0 30 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 peyenma UA/4933/01/01
AAPHULA a6o 50 r y Ty6i, no 1 Ty6i "apmaueBThyHa "papMaueBTNYHa MaTtepianis:3aMiHu | Tuny - 3amMiHu 4o

B nauvj

dipma "dapHuus"

ipma "AapHuua"

cneuucpikaLii Ta MeTogis
KOHTpost0 A®I 3a NokasHUKamu:
-«Onne» - AO0NOBHEHO iHhopMaLito
po3ainy «Bif XOBTOro A0
XXOBTYBATO-3€/1EHOr0 KO/Ibopy»
3ri4HO aKTUYHUX JaHNX
30BHILLHLOIO BUIAAAY CyOCTaHLT;
-«lgeHTndikayis»,
«KOMNOHeHTHUIA cknagy,
«ETnneHokeng»,
«Mikpob6ionoriyHa ynctota»,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«KinbKicHe BU3HAYEHHS» BHECEHO
peakLiiHi npaBku, siki 0popMIIeHi
BiNOBIAHO [0 peKOMeHaaLi i
cTunictukn AdY Ta EP;
-«PO3YMHHICTb>» - 3aNpPONOHOBaHO
KOHTPONIOBATN PO3YNHHICTb TiSIbKU
y BOgi P, L0 He cynepeunTb
BuMoram AdY; - «3a/nLLIKOBI
KiNIbKOCTi OpraHiyHmnx
PO3UMHHWKIB» - METO,
BMNpo6yBaHHA A®| fONOBHEHO
HOPMYyBaHHSAM OpraHiYHmNX
po34nHHKKIB A1 cipmm Expansia,
France. BBefleHHs1 3MiH NPOTAromM
6-TV MicALiB NiCNA 3aTBEPLYKEHHS;
CyNyTHS 3MiHa - 3MiHM 3 AKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMPOGHULTBA API; 3MiHM | TUNY -
noAaHHsa HOBOro cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne CEP Ne R1-CEP
2005-263-Rev 06 gnsa gitovoi
peyoBVHM TPOKCEPYTYH Bif,
HOBOro BMpO6HUKa Expansia,
France. BHacnigok BBeAeHHsI
HOBOT (DipMK-BUPOGHMKa AP, o
po3giny «TepMiH NEePEKOHTPOSIO»
BHOCUTBCS TEPMIH NEPEKOHTPOS0
A®| 3anponoHoBaHoI AiNbHULI- 4
pOKu

215.

T-XONMIH®

PO34MH A1 iH EKLi,
1000 mr/4 mn, no 4 mn B
amnyni; no 5 amnyn B
YapyHKOBIli ynakoBLyj; Mo
1 ab0 2 YapyHKOBI
ynakoBKM B KOpooL,i

CninbHe TOBapUCTBO
3 06MexeHoto
BiANOBIAA/LHICTIO
"Nekchapm" (CTOB
"Nekdapm™)

Pecny6nika
Binopycb

CniflbHe TOBapUCTBO
3 06MeXeHoto
BiANOBIAA/LHICTIO
"Nexdpapm” (CTOB
"Nekdapm™)

Pecny6nika
Binopycb

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis:3MiHu | Tuny - 3mMiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - 3MiHu BHeCeHi

B TEKCT MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby oo
3a3HaYeHHs MDKHapOAHNX
no3HayeHb OAMHULb
BMMIpIOBaHHS. BBefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

3a peyernmom

UA/18163/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
216. | YBIXIHOH PO34MH A1 iH'EKUIA, MO Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/0018/01/01
KOMMNO3UTYM 2,2 Mn B amnyni; no 5 XalinbMmiTrens Xainbmitrens mMaTtepianis:3MiHu | Tuny - 3miHa y
amnysn y KOHTYpHIiA Xeenb Mv6X Xeenb M'm6X cneumdikauii gna Magnesium
YapyHKOBIli ynakoBLyj; Mo gluconicum D1 DIL, a came:
1 KOHTYpHIli YapyHKOBI nprBeAEeHHA «onuCy/BU3HAYEHHS
ynakosLi B kopobu,i 3 KOMbopy» A5 po3sefeHHa D1
KapToHy; Mo 2,2 M/ B BiANOBIAHO A0 Aitoyoi Bepcii
amnyni; no 5 amnyn y MoOHorpagii E® «Magnesium
KOHTYPHIIn YapyHKOBIlA gluconate», skt NOBUHEH ByTW
ynakosui; no 20 «lMpo30pyM i He IHTeHCKBHiLLE
KOHTYPHUX YapyHKOBUX 3a6apBNIeHNUM HiXX eTa/IOHHUI
yMnakoBOK y KOpoo6Lii 3 po3umnH Y7» (Y =>xoBTa
KapToHy; No 2,2 M/ B konbopoBa Lwkana Ph. Eur. Po3gin
amnyni; no 5 amnyn y 2.2.2 CTyniHb po36aBeHHs pianH)
KOHTYPHIl1 YapyHKOBIlA
ynakosLi; no 2
KOHTYPHUX YapyHKOBUX
yNakoBOK y KOpoo6Lii 3
KapTOHY
217. | YPO/IECAH® cupon no 90 mn y 6aHLi; MAT "Tanuudapm” Ykpaina MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/2727/01/01
no 1 6aHui y nayui; no marepianis:3miHu | Tuny - 3miHn 3
90 mn abo no 180 mny SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
dhnakoHi; no 1 dpnakoHy KOHTPO/Ib AONOMDKHUX PEYOBUH.
B nauuj 3MiHa napameTpiB cneuudikaLii
Ta/abo JoMyCTUMUX MeX A7s
[0MNOMDKHOT PEYOBMHU - BHECEHHS
3MiHW y peecTpavjiiiHe AOCbE
YPOJIECAH®, cupon, nos’sidaHe 3
HeOobXiHICTIO NpYBEAEHHSA
cneundikauii i MeToAjiB KOHTPO/IHO
[0MOMIXHOT PEYOBUHU
MONICOPBAT 80 po sumor €9,
Aitoye BUAAHHSA; CynyTHS 3MiHa -
3MiHu 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHUX PEYOBUH. 3MiHa Y
mMeToAax BUNpPoGyBaHHSA
[O0NOMDKHOT PeYOBMHU (IHLLT 3MiHK
y MeTogax BunpobyBaHHS
(Bkntovatoum 3amiHy abo
[oflaBaHHs))
218. | YPONIECAH® cupon in bulk: no 90 mn MAT "Tannucpapm" YkpaiHa MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/9518/01/01

y 6aHuj; no 48 6aHOK y
Kopobax KapTOHHUX; in
bulk: no 180 mn y
donakoHi; no 30
hnakoHiB y kopobax
KapTOHHMX

mMartepianis:3MiHu | TUNy - 3MiHM 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b AONOMDKHUX PEYOBVH.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonycTMMUX Mex Ans
[OMOMDKHOT PEYOBWHU - BHECEHHSA
3MiHM Yy peecTpaliliHe A0CbE
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YPOJIECAH®, cupon, nos’s3aHe 3
HeOoOXiHICTIO NpUBEAEHHS
cneundikauii i MeToAiB KOHTPO/IHO
[0MOMDKHOT PEYOBUHU
MONICOPBAT 80 go sumor €@,
Aitoye BUAAHHA; CYnyTHA 3MiHa -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHUX PEYOBUH. 3MiHa Y
mMeToAax BUNPoGyBaHHSA
O0NOMDKHOT peYOBMHU (IHLLT 3MiHK
y MeTogax BunpobyBaHHS
(Brntovatoum 3amiHy abo
[ofiaBaHHs))
219. | ®EHIBYT- Tabnetku no 250 mr no TOB "AcTpadchapm” Ykpaina TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 peyenma UA/17285/01/01
ACTPA®APM 10 TabneTok y 6nicTepi, marepianis:3miHu | Tuny - 3mMiHu 3
no 2 6nictepu B KopooL,i siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
3 KapTOHY 3MiHu y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BktoYaKun
[ianasoH po3mipy cepii) roToBoro
niKapcbKoro 3acoby (36iNbLUeHHs
[0 10 pasiB MOPIiBHSAHO i3
3aTBEPKEHVUM PO3MIPOM) -
BBBEJEHHS [0AaTKOBOro po3mipy
cepil roToBOro NikapcbKoro
3acoby. 3anponoHosaHo: 150 000
oavHnLb (7500 Ne20 (10x2), 315
000 ognHMLb
220. | PEHCTY/], PO34uH AN1s iH ekuii, 50 PycaH ®apma /114 IHais PycaH ®apma N14, IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17919/01/01
MKr/M/1, N0 2 MN B MaTepianis: 3miHn | Tuny - 3MiHK 3
amnyni; no 10 amnyn B sKocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTYPHIli ynakoBui; no 3MiHV Y BUPOBHULTBI. 3MiHa
1 KOHTYPHI ynakoBL,i B po3Mipy cepii (BkHoUaoUn
KapTOHHIA Kopo6Li; Mo Jiana3oH po3mipy cepii) rotoBoro
10 mn B amnyni; no 5 nNiKapcbKoro 3acoby (iHLi 3MiHK) -
amnyn y KOHTYpPHIiA BBE/lEHHS 404aTKOBOro PO3mipy
ynakosLi; no 1 cepil roToBoro nikapcbkoro 3acoby
KOHTYPHIl1 ynakosLi B 0151 yNakoBKy No 2 M B amnyni -
KapTOHHI KopoobLi 275 n. 3aTBepaxeHo: 75 n
(TeopeTnyHa KiNbKiCcTb amnysn
34884). 3anponoHoBaHo: 75 n
(TeopeTnyHa KiNbKiCTb amny
34884), 275 n (TeopeTuyHa
KiNbKicTb amnyn 127906)
221. | ®EPPYM JIEK PO34MH NS iH'ekuin, 100 CaHpos CnoseHis Nex CnoBeHisi BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/9347/01/01
MI/2 M1 N0 2 MN B dapmacbioTikans $PapmaueBTUYHA mMarepianis:3MiHu | Tuny - 3
amnyni; no 5 amnyn'y a.a. KomnMaHia 4. 4. nokasHuka «MikpobionoriyHa

6nictepi; no 1 6rictepy

YncrtoTa» BUIy4eHo BUSHa4YEHHA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Y KapTOHHIin kopobu,; no
2 mn B amnyni; no 10
amnyn y 6nictepi; no 5
6nicTepiB y KAPTOHHIN
KopoobLi

OKpeMUX BUAIB MIKpOOpraHi3mis
(Staphylococcus aureus,
Escherichia coli, Salmonella and
Pseudomonas aeruginosa)
crneundikauii A®I Big BUpobHUKa
N3; 3MiHK | TMNY - NOKAa3HUK
«Bakki MeTanun» [ONOBHEHO
TECTOM [N BU3HAYEHHS BaHafil0
3 gonyctumoto mexeto NMT 14
ppm metogom ICP MS'y
cneundikauii Ha APl (BUpoOHUKOM
'N3); 3MiHK | TUNY - YTOYHEHHSA
Onuncy 30BHILLUHBLOTO BUAY Ailoyol
peyoBuHM Komnnekcy 3anisa (I11)
rigpokcuay 3 AeKCTpaHoMm y
cneuudikayii Ha Al Big,
BUpo6HUKa NN13. BBeeHHSA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHu |l Tuny -
BBEJEHHS HOBOTO BUPOGHUKA
[it040i PEYOBMHW, KOMMNEKCY
3aniza (lll) rigpokcmay 3
nekctpaHowm, Zhejiang Apeloa
Jiayuan Pharmaceutical Co., Ltd,
KuTali 3 HagaHHsaM macTep-chainina
(version No.: 1.0 December 2019).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS;
3MiHuM Il TUNY - 3MiHWM AONYCTUMUX
MeX [/15 BU3HAYEHHSA 3arasibHol
KINIbKOCTi aepo6HYMX
MikpoopraHiamis (TAMC) Ta
3arasibHOI KiNbKOCTi APDKAXKOBUX i
nnicHasux rpubis (TYMC) 3a
nokKasHnkoMm «MikpobionoriyHa
yuctoTa» y cneuymdikauii Ha A®I
BiZ BMpOoGHWKa M13. BBeAeHHSA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS

222,

®IHronmoa-
BICTA

kancynu no 0,5 mr no 7
Kancyn y 6nictepi; no 4
6nicTepy B KAPTOHHIi
Kopobui

Mictpan Kenitan
MeHeaXmeHT
Nimiten

AHrnis

Brpo6HMUTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
CiHTOH Yuni N1aa.,
Yuni;
MepBuHHE,
BTOPVHHE NakKyBaHs,
KOHTPO/b SKOCTI,

Unni/
Icnanis/
Yecbka

Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMaTtepianis: 3mMiHa 3asaBHUKA
(BnacHvika peecTpaduiiHoro
nocsigyeHHs)(3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): fitoua
pegakuis: TOB «dapmaueBTuyHa
KoMnaHis Bicta», YkpaiHa
MponoHoBaHa pepfakuis: Mictpan
Kenitan MenemxmeHT JliviTea,

3a peyernmom

UA/17846/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BWMNYCK Cepil:
CiHTOH XicnaHis,
C.J1., lcnaHis;
KoHTposnb skocTi
Pi3nKO XiMiYHWIA:
KBiHTa - AHaniTika
C.p.0., YecbKka
Pecny6nika

AHris. BBEAEHHS 3MiH NPOTAroMm
6-Tn MicAUiB NicNA 3aTBEPKEHHS.

223.

oniKkcoTng™
EBOXANEP™

aepo3o0sb Ans
iHranAujiin, go3oBaHwWi,
125 mkr/gosy; no 120
[103 B 2ep030/1bHOMY
6asoHi 3 fO3yHUNM
KnanaHom; no 1 6asoHy
B KOpOO6L

"nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benuvka
BpuTaHis

"nakco Bennkom
MpoaakLuH,
®paHuis; Mnakco
Bennkom C.A.c,
Icnanis

PpaHuis/
IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | TMny - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEeHVX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAnoBifabHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,

BignoBigasibHOI 3a
chapmakoHarnsg: MponoHoBaHa
penakuisi — [p. MeHc-Ynbpix
LrermanH / Dr. Jens-Ulrich
Stegmann, MD. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOI ocobw,
BignoBigasibHOI 3a
thapmakoHarnsg. 3miHa Homepy
Ta MicLe3HaxoMKeHHs macTep-
dhaiina

3a peyenmom

UA/7547/01/02

224.

alKcoTng™
EBOXANEP™

aepososb Ans
iHranALin, Lo30BaHWi,
50 mkr/go3y; no 120 o3
B aep030/IbHOMY 6asioHi
3 A03Y04MM KnanaHow;
no 1 6as10Hy B KOPOOGL

FnakcoCmiTKnsiiH
Ekcnopt Mimiteq

Benvka
BpuTanis

nakco Bennkom
MpoaakLuH,
®paHuis; Mnakco
Bennkom C.A.c,
IcnaHis

PpaHuia/
Icnanis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3miHu | Tuny - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta

hapmakoHarnsgy. BeefeHHs abo

3MiHM [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarniagy

(BBEAEHHSA Y3arasIbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,

3MiHa yNOBHOBaXKEHOI 0Cco6M,

3a peyenmom

UA/7547/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
hapmakoHarnsag: NponoHoBaHa
peaakuist — Ap. MeHc-Ynbpix
LtermanH / Dr. Jens-Ulrich
Stegmann, MD. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBAaXEHOI 0co6H,
BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa Homepy
Ta MiCLle3HaxOpKeHHs1 macTep-
dpaiina

225.

D/TYKCEH®

Kancynu no 20 mr; no 10
kancyn y 6nictepi; no 1
ab6o 3 6nictepun B nauLli

MAT
"Kuismeanpenapat"

Ykpaina

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:3miHu | Tuny -
BHECEHHS 3MiH Y METOAVKY
BUNPOOYBaHHS 3a NOKa3HMKOM
"Mikpob6ionoriyHa uncrora”,
30Kpema: He3HauHi 3MiHV B
npo6oniAroToBLi 3paskis; 3aMiHa
HenTpaslizytoyoro KOMNoHeHTa
AIEYHOrO NELMTHHY Ha COEBUIA
NeunTuH

3a peyenmom

UA/1084/01/01

226.

®OPTE3A

PO34MH ANA POTOBOI
nopoxHuHn 0,15 % no
60 mn1 a6o 120 mn
PO34MHY Y CKNSAHOMY
donakoHi; no 1 dpnakoHy
pa3om 3 MipHUM
KOBMaYKOM Y KapTOHHiIl
Kopobui

JenbTta Megjken
MpomoyLH3 Al

LLiBefiuapis

ABJI IBPAXIM Inau
CaHai Be TigxapeTt

TypeyuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis:3amium Il Tuny -y
3B'A3KY 3 OHOB/IeHHAM DMF ans
Lilo40T pevyoBnHU GeH3ngamiH
BMpo6HUUTBa Bal Pharma Limited,
India (3anponoHoBaHo: BPL/BNZ/
AP/1.0/06/2017-10-31 October 31,
2017)

6e3 peyenma

UA/13797/01/01

227.

DOPTE3A

cnpeli gns poToBOi
NopoXHuHK 0,15 % no
15 mn a6o 30 mn
PO34MHyY Y (h/1akoHi 3
posnwaosayem; no 1

Lenbta Megiken
MpomoyLiH3 Al

LLIBeliyapis

ABJI IBPAXIM Inau
CaHai Be TigpxapeTt
ALl

TypeuunHa

BHECEHHS 3MiH 40 peecTpaLiiHnx
MaTtepianis:3aminm Il Tuny -
NnoJjaHHA OHOBJ/IEHOIO MacTep-
thainny (BPL/BNZ/AP/1.0/06/2017-
10-31 October 31, 2017) Ha gito4vy

6e3 peyenma

UA/13797/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
h/1aKOHY B KapTOHHii peyoBUHY GeH3NaMIHY
KopoobLi rigpoxnopuay Bif 3aTBEpPKEHOrO
BMpo6HMKa Bal Pharma Limited,
India
228. | ®OPTYNIH MOPOLLIOK A5t iHraNALLiA, MEJOA ®apma M'mbeX HimeuyunHa MaxkJepmoT Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/14364/01/01
12 mkr/go3y; no 60 go3 eHfa Ko. Kl Na6opaTtopi3 T/A HimeuunHa marepianis:3miHu | Tuny - 3MiHN
MOPOLLKY Y KapTpUaXi; MaiinaH Oy6niH Loao 6e3nekn/edeKTMBHOCTI Ta
no 1 kapTpuaxy y Pecnipetopi, hapmakoHarnsgy. BeefeHHus abo
KOHTeliHepi; no 1 IpnaHgjs 3MiHW [0 y3arasibHEHUX JaHuX Npo
KOHTeliHepy 3 (anbTepHaTMBHE cuctemy thapmakoHarnagy
KapTpUIKOM Y MicLie BTOPUHHOTO (BBEAEHHSA y3araslbHEHNX AaHUX
KOMMNEKTi 3 nakyBaHHs, npo cuctemy hapmakoHarnsgy,
iHra/IATOPOM B YNaKoBL; KOHTPO/b Ta BUMYCK 3MiHa YNOBHOB&aXXEHOT 0Co6M,
no 60 03 NOPOLLKY Y cepii); MEOA BiANOBIAa/IbHOI 3a 34iiCHEHHS
KapTpuaxi; no 1 MeHblochekuepuHr hapMakoHarnaay; KOHTaKTHOI
KapTpuaxy y v6X, HimeyunHa ocobu 3 hapmakoHarnisgy
KOHTeliHepi; no 1 (BMPOGHULTBO, 3asBHUKA A5 3AiAICHEHHS
KOHTeliHepy 3 nakyBaHHs, hapmakoHarnsgy B YkpaiHi, SKLo
KapTPUIKOM B ynakoBLi KOHTPO/b Ta BUMYCK BOHAa BifJMiHHa Bif} yNOBHOBaXXeHOT
cepii); POLL- ocobw, BignoBiganbHoI 3a
OENBTA T'mM6X eHg, 3gificHeHHs chapmakoHarnagy
Ko. KI', HimeuyuunHa (BK/HOYAKOUN KOHTAKTHI JaHi)
(anbTepHaTnBHE Ta/ab0 3MiHN Y PO3MILLEHHI
MicLie BTOPMHHOIO mMacTep-haiina cuctemm
nakyBaHHs1) thapmakoHarnsgy) - amiHa
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
ocobw, BignoBiganbHoI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX JaHnX KOHTaKTHOT
0Ccoby yNnoBHOBaXXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoMKeHHs MacTep-
tharina cuctemmn
thapmakoHarnsgy. 3miHa micus
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnagy
229. | ®OCTEP aepo3o/b ANns K'e3i ABCTpIs BMPOGHMLTBO, ITania/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/16438/01/01
iHransyii, Lo3oBaHwiA, dapmac'toTikens KOHTPONb, 36ip ABCTpist mMartepianis: 3mMiHu | Tuny - 3MiHK 3
100+6 mkr/gosy; no 120 X HarnoBHEHMNX AKOCTI. [O0TOBWMIA NikapCbKuMii 3aci6.
[03 y KOHTeliHepi; no 1 KOHTEliHepiB Ta CrabinbHicTb. 3MiHa y TepMiHax
abo 2 koHTeliHepy 3 nakyBaHHS: npuaaTHOCTI abo ymoBax

[03YH4YUM KTanaHoM i

K'esi PapmaveyTuui

36epiraHHs roTOBOro J1ikapcbKoro
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PO3NUIOIYOLD
HacafiKow Ta 3aXUCHUM
KOBMAYKOM Y KapTOHHiIl
kopo6ui; no 180 o3y
KOHTeliHepi; no 1
KOHTEiHepY 3 A03yH0UMM
KnanaHom i
PO3NUIOHHOKD
HacafKol Ta 3aX1CHUM
KOBMA4KOM Y KapTOHHil
KopooLi

C.n.A,, ITanis;
36ip HanoBHEHNX
KOHTEliHepiB Ta
nakyBaHHS:
I.J1. dapma N'M6X,
ABCTpISi;
BWMNYCK Cepil:
K'esi
dapmac'toTikens
'M6X, ABCTpis

3acoby (3miHa B ymoBax
36epiraHHsA roToBOro J1iKapCbKOro
3acoby abo nicns
PO3YMHEHHSA/BIZHOBMEHHS) - 3MiHA
B YMOBax 36epiraHHs (nmwe
yMOBW 36epiraHHs nawieHTamu
nepes, BUKOPUCTaHHAM) rOTOBOrO
nikapcbKoro 3acoby doctep,
aepo30/1b AN iHranAuii,
[,030BaHNiA. 3MiHM BHECEHO B
IHCTPYKLil0 ANA MeguyHoro
3aCTOCYBaHHA Y p. «YMOBU
36epiraHHs», K HacIigoK —y p.
«OCc06BOCTI 3aCTOCYBaHHSA», 3
BiANOBIAHUMM 3MiHAMW Y TEKCTI
MapKyBaHHS YNakOBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NPOTArom
6-TV MicALiB NiCNA 3aTBEPLYKEHHS;
3MiHN | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsa roToBOro J1iKapCbKOro
3ac006y (36i/1bLUEHHS TEPMIHY
NPYAATHOCTI FOTOBOTO NiKapPCbKOro
3acoby) - [N ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMMU
peasnibHoro yacy) - 36ibLIeHHs
TepMiHy NpnaaTHOCTI TOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI
MO3UTUBHUX Pe3ynbTaTiB
[0BrOCTPOKOBUX AOCNIAKEHD
CTabiNbHOCTI y peasibHOMY Yaci.
3MiHU BHECEHO B IHCTPYKLil0 AN1s
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y p. «TepMiH
npuaaTHoCTi». BBefeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS

230.

®OCTUMOH

MOPOLLIOK
niochinizoBaHuin ans
NPUroTYBaHHS PO3YNHY
ONs iH'exuii no 75 MO; 1
dhnakoH 3 NOpoLLKOM Ta
1amvmnynas1lmn
PO34YMHHYMKA (HaTpito
xnopugy 9 mr, Boga ans
iH’eKuil) B nayyi; no 10
nayokK y KapTOHHil

IBCA IHCTUTYT
Bioximik C.A.

LLiBefiuapis

IBCA IHcTUTYT
Bioximik C.A.

LLiBefiuapis

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:3MiHu | TUNy - 3MiHM 3
akocTi. A®l. KoHTponb A®L. 3miHa
y MeTogax BunpobysaHHa A®l abo
BUXIAHOIO MaTepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHULTBA AP (iHLI 3MiHK Y
mMeTodax BUNPo6yBaHHSA
(BK/IKOYAKOUM 3aMiHy abo

3a peyernmom

UA/3152/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopobui

[0noBHEHHs) Ad®| abo
BUXiAHOIO/NPOMIXHOr0 NPOAYKTY) -
NPOMNOHOBAHO 3MiHM Yy MeTofax
KOHTPO/10 MPOMDDKHOIO NPOAYKTY
A®| (crude hMG) - 3miHK Npu
npoBefeHHs BUNpobyBaHHA Ha
BiACYTHICTb B MaTepiani HCV
Bipycy, a came 3aMiHa TecT
cuctemu ans nposefeHHss PCR
aHanizy 3 Roche Cobas Tagman
Ha Cosas 4800 B pexumi
peasibHoro yacy

231.

®OCTUMOH

MOPOLLIOK
niochinizoBaHuin ans
NPUroTYBaHHS PO3YNHY
ONs iH'exuii no 75 MO; 1
dhnakoH 3 NOpoLLIKOM Ta
1amvmnynas1lmn
PO34YMHHYMKA (HaTpito
xnopugy 9 mr, Boga ans
iH’eKuil) B nayyi; no 10
NayoK y KapTOHHIl
Kopobui

IBCA IHCTUTYT
Bioximik C.A.

LLiBefiuapis

IBCA IHcTUTYT
Bioximik C.A.

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavLiiiHnX
mMartepianis:3MiHun | Tuny - 3mMiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobu, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy: NponoHosaHa
pegpakuis: Chiara Godina. 3miHa

KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3fjiicHeHHs hapmakoHarnsagy.

3MiHa KOHTaKTHOT 0cobu
YMNOBHOBaXEHOT 0COOM 3as1BHMKA,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy B Ykpaii:
MponoHoBaHa pegakuis:
CowHikoBa Anna MeTpiBHa. 3MiHa
KOHTaKTHUX AaHuUX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0CO6YU

3as1BHVKA, BifnoBiaa/bHOI 3a

3a peyernmom

UA/3152/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3AificCHEHHS hapMakoHarsay B
YKpaiHi
232. | ®POCTUMOH NMOPOLLIOK IBCA IHCTUTYT LLisefuapis IBCA I[HcTUTYT LLisefuapis BHECEHHS 3MiH [0 peecTpavLiiHnX 3a peyenmom UA/3152/01/02
niocpinizoBaHuin ons Bioximik C.A. Bioximik C.A. mMarepianis:3miHu | Tuny - 3mMiHu 3
NPUroTyBaHHA PO34YUHY AKOCTi. A®I. KoHTposb A®L. 3miHa
ANns iH'exui no 150 MO; y MeTogax BunpobysaHHA APl abo
1 dp1akoH 3 MOPOLLKOM BMXifHOro martepiany/npomixxHOro
Talawvnyna31lwmn npoAayKTy/peareHTy, Lo
PO34MHHMKA (HaTpIto BUKOPUCTOBYETbLCS Y NPOLECi
xnopuay 9 mr, Boga ans BMpo6HULUTBa AP (iHWi 3MiHN Y
iH’ekuili) B nayyi; no 10 MeToAax BUNpobyBaHHS
NayvoK y KapTOHHIl (Bkntovaroum 3amiHy abo
Kopobui [0NoBHEHHsA) Ad®| abo
BUXiAHOTO/NPOMIXHOr0 NPOAYKTY) -
MPOMNOHOBAHO 3MiHW Y MeTogax
KOHTPO/10 MPOMDKHOIO NPOAYKTY
A®| (crude hMG) - 3miHK Npu
npoBefeHHs BUNpobyBaHHA Ha
BiACYTHICTb B MaTepiani HCV
Bipycy, a came 3aMiHa TecT
cuctemn ans nposefeHHss PCR
aHanisy 3 Roche Cobas Tagman
Ha CoBas 4800 B pexumi
peasibHoro yacy
233. | ®OCTUMOH NMOpPOLLOK IBCA IHCTUTYT LLiBefiuapis IBCA IHcTUTYT LLiBefuapis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/3152/01/02
niochinizoBaHuin ans Bioximik C.A. Bioximik C.A. mMartepianis:3MiHun | Tuny - 3mMiHu

NPUroTYBaHHS PO3YUHY
ONs iH'exuii no 150 MO;
1 dhnakoH 3 NOpoLLKOM
Talamnyna3slwmn
PO34MHHKKA (HaTpito
xnopugy 9 mr, Boga ans
iH’eKuili) B nayyi; no 10
nayokK y KapTOHHIl
Kopobui

LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX Npo

cuctemy chapmakoHarnsgy

(BBEEHHSA y3arasibHeHUX AaHuX

npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - amiHa
YMOBHOBaXXEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
dhapmakoHarnagy: NponoHoBaHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pegakuis: Chiara Godina. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a 3fjiicHeHHs hapmakoHarnsagy.
3MiHa KOHTakKTHOT 0co6u
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy B YKpaii:
MponoHoBaHa pegakuis:
CowHikoBa Anna MeTpiBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc0o6M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBiAa/bHOT 3a
3[ifiCHEHHS1 hapMakoHarsay B
Ykpaii

234,

DOCPOPAN

rpaHynn A5 opasibHoOro
po34unHy, 3 r/nakeT no 8
Iy nakeTi; no 1 nakety y
KapTOHHI navu,i

MPOPAPMA
IHTEepHeLwHN
TpeiguHr Miviteq

MasibTa

Na6iana
dapmacbioTikasc,
C.y.

IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis:3MiHun | Tuny - 3mMiHK
BHECEeHI [0 iHCTPYKLiT Ans
MeANYHOro 3acTOCYBaHHS
niKapcbKoro 3acoby y po3ainm
"®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWMMW SliKapCbKUMu
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHS", "3acTocyBaHHA Y
nepiog BaritTHoOCTi abo rofyBaHHs
rpyaa"”, "3aartHicTb BAMBATH HA
LIBMAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMMKU
mMexaHismamu', "Cnoci6
3aCToCyBaHHA Ta [03n",
"Mepeno3yBaHHA", "TO6IYHI
peakuii 3rigHo 3 iHdhopmaujiero
LLOA0 MEANYHOTO 3aCTOCYBaHHS
pedyepeHTHOro Nikapcbkoro
3acoby (MOHYPA/I, rpaHynu gns
OpasIbHOro PO34unHY, no 3 ).
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiC/1A 3aTBEPKEHHS

3a peyernmom

UA/13238/01/01

235.

DYLUC®

renb, 5 mr/r no 30 r rento
y Ty6i, no 1 1y6i y
KapTOHHI ynakosL,i

KYCYM XE/ITXKEP
nBT NT4,

IHAjA

KYCYM XE/TTXKEP
NBT NTL,

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:3aMiHu | Tuny -
OHOBJ/IEHHS 3aTBEPAKEHOrO
MeTo4y KOHTpOosto sKocTi 13, a
came BUKIafaHHsA TEKCTY
[AepXaBHO MOBOIO, 3rifHO
Cy4acCHWUX BUMOT; 3MiHuW | Tuny -
3MiHM y MeToAax BunpobyBaHb 3a
NnoKasHNKoM «KifbKicHe

6e3 peyenma

UA/7617/03/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BU3HAYEHHSA», & Came: - BHECEHHS
onucy NpUroTyBaHHsS X010CTOro
PO34YMHY Ta PO3UNHHUKA; - AOAAHO
XpomarorpadyyBaHHs X0/10CTOro
PO3YMHY Ta YTOYHEHO KiNlbKICTb
iHXXEKLi/i PO34MHIB; - BHECEHO
YTOYHEHHS B YMOBM
XpomarorpadyyBaHHs CTOCOBHO
Temnepartypu 3paska Ta yacy
YTPUMYBaHHS; 3MiHU | Tuny -
BHECEHHS 3MiH 0 MeTofiB
KOHTPO/IH0 SIKOCTi 38 MOKA3HUKOM
«CynpoBigHi JOMILLKM» a came: -
BU/TY4YEHHSA XpomaTorpadyBaHHA
CTaHAAPTHOro PO34nHY NS
BM3HAYEHHS KoedilieHTy
po3A4ineHHa MiX nikom gomiwky C
Ta nikom thykoHas3ony, Tak aK
OaHnin koediLieHT B1U3HaYatoTh 3
XpomaTorpaMu po3uviHy Ans
nepesipkv NpuaaTHoOCTI
XpomaTorpadiyHoi cucremn
KOEMILiEHT; - YTOYHEHO KiNlbKICTb
iHXeKUili po34yuHiB

236.

XENMNEKC®
AHTUKONA HEO
MAKC

NOPOLLIOK A/1A
OpasIbHOTO PO3YMHY 3
JNIVMMOHHMM CMakKoMm o 4
I NOPOLLKY B calue; no
10 calle y KapTOHHil
nauuj

TOB "Mosi Xenc"

YKpaiHa

Annekc ®apma CA

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
martepianis:3MiHu | Tuny - nogaHo
OHOB/IEHWIA cepTuddikat
BignosigHocTi €E® No. R1-CEP
2002-020-Rev 08 ansa gitoyoi
peyoBMHM nNapaleTamorsny Bif
3aTBEPAKEHOrO BUPOOHMKA
Farmson Pharmaceutical Gujarat
Private Limited, IHgjs Ha 3amiHy
cepTudikaTy BignoBigHocTi E®
No. R1-CEP 2002-020-Rev 07;
3MiHu Il TMny - BBEAEHHSA
[0[aTKOBOro BUPOOHWMKA AjtoHoi
PEeYOBMHN 1EBOLETNPO3NHY
avrigpoxnopugy Symed Labs
Limited (Unit —I1), IHgis, 3
HafaHHSM mMacTep-haiina Ha AdI
(version
Levocetirizine.2HCL/AP/2SHL-
002-03/2017-09-19)

6e3 peyenma

UA/16014/01/01

237.

XENMNEKC®
AHTUKONA HEO
MAKC

NopoLUOK A8
OPa/IbHOTO PO34NHY 3

MaJIMHOBMM CMakoM Mo
4 T NOPOLIKY B calle; no

TOB "Mosi Xenc"

Ykpaina

Annekc ®apma CA

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpavliiiHnX
marepianis:3aMiHu | Tuny - nogaHo
OHOBJ/IEHWIA cepTUdikat
BignosigHocTi E® No. R1-CEP

6e3 peyenma

UA/16015/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

10 cawe y KapTOHHIl
nauui

2002-020-Rev 08 gnsa gitovoi
peyoBVHM NapaleTamony Big,
3aTBEPAKEHOr0 BUPOGHMKA
Farmson Pharmaceutical Gujarat
Private Limited, IHgis Ha 3aMiHy
cepTtudikaty BignosigHocTi €P
No. R1-CEP 2002-020-Rev 07,
3MiHu |l TUNYy - BBEAEHHS
[04aTKOBOro BUPOOHWMKA Aito4oi
PEyOoBMHN N1EBOLLETNPO3NHY
ourigpoxnopugy Symed Labs
Limited (Unit —I1), IHgis, 3
HaJaHHAM macTep-haiina Ha API
(version
Levocetirizine.2HCL/AP/2SHL-
002-03/2017-09-19)

238.

XE®PEPO/

kancynu no 350 mr no
10 kancyn y 6nictepi, no
3 6nictepu (30 kancyn)
y nauLi KapTOHHii

AJNIKANOIQ AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3minu | Tuny -
BHECEHHS He3HaYHWX 3MiH A0
KOHTPOIO MiJ Yac BUPOBHMYOrO
npovecy, 30kpema: BUIyYEHHS
KOHTPOJIO 3@ MOKa3HNKOM
"HacunHa ryctmHa"; 3miHum | tuny -
BHECEHHS HE3HAYHWX 3MiH A0
KOHTPO/IO Nif, Yac BUPOGHNYOro
npouecy, 30Kpema: BUTyYeHHs
KOHTPO/HO 3a NOKa3HUKOM
"LBnAKiCTb NOTOKY"; 3MiHM | TUNy -
BHECEHHS HE3HAYHMX 3MiH A0
KOHTPO/IO Nif, Yac BUPOOGHNYOro
npouecy, 30Kpema: BU/TyYeHHs
KOHTPO/IO 3@ NOKa3HNKOM
"KoeqpilieHT npecoBaHOCTI"; 3MiHU
| TMNy - BHECEHHSA HE3HAYHWX 3MiH
[10 KOHTPO/IIO Nif Yac
BMPOBHMYOro nNpoLecy, 3oKkpema:
BU/TYYEHHS KOHTPOSIIO 3a
NokasHWKOM "KyT BKknafaHHA
cymiwi"; 3MiHu | TUMY - BHECEHHSA
He3HaYHVX 3MiH 40 KOHTPO/IO Nig,
yac BMPOBHMYOro npovecy,
30Kpema: BUyYEHHS KOHTPOSIIO 3a
nokasHukom "lycTuHa nicns

ycaakun"

3a peyenmom

UA/0263/01/01

239.

XI10-KOMOA®

Kpansi ouHi, 1 mr/mn; no
10mny
6aratofo30BoMy
KOHTEeHepi,

YPCA®APM
ApuHaiimiTTens
6X

HimeyunHa

YPCA®APM
ApuHaiimiTTens
M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavliiiHnX
martepianis:3aMiHu | TUNYy - NnoAaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkil

6e3 peyenma

UA/7443/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ocHaleHomy thapmakonei Ne R1-CEP 2001-
NOBITPOHENPOHUKHNM 385-Rev 07 ans fjito4oi pevyoBuHu
HacocoMm Ta 3aKpuTomy Hartpito rianypoHarty Bif Bxe
KoBna4kom; no 1 3aTBepxeHoro BupobHunka HTL
KOHTEiHepY B KapTOHHIl S.A.S., ®paHuif, y Hacnigok
Kopobui OHOB/IEHHS METOAVKN BU3HAYEHHS
3TNLLKOBUX PO3UNHHWKIB
240. | XIMO-KOMOA® Kpansai o4Hi, 2 mr/mMn; no YPCA®APM HimeuyunHa YPCA®APM HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/7443/01/02
DPOPTE 10mny ApuHarimitTTens ApuHarimiTTens marepianis:3miHu | Tuny - nogaHHA
6aratof030BOMYy 6X M6X OHOBJ/IEHOTO cepTudikaTa
KOHTEliHepi, BiANOBIAHOCTI EBpONeiichbkili
ocHaleHomy thapmakonei Ne R1-CEP 2001-
NOBITPOHENPOHUKHNM 385-Rev 07 gns fjitoyoi peyoBuHU
HacocoM Ta 3aKkpuTomy HaTpito rianypoHarty Big, Bxe
KoBnaykom; no 1 3arBepaxkeHoro BupobHuka HTL
KOHTEiHepY B KapTOHHIl S.A.S., ®paHujs, y Hacnigok
KOpoo6Li OHOBJIEHHA METOANKN BU3HAYEHHS
3a/IMLLKOBUX PO3YNHHUKIB
241. | XONPECT TabneTku, BKpUTI MaiinaH IHAjA MaiinaH IHAjA BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/17921/01/01
NAiBKOBOK 0H60/TI0HKOI0 Nab6opaTtopi3 Na6opaTtopi3 mMaTtepianis:3MiHun | Tuny - 3mMiHu
no 5 mr, no 14 Tabnetok Nimiteq Nimiteq Lofo 6e3nekn/edhekTMBHOCTI Ta

y 6nicTepi; no 1, no 2,
no 4, no 6 abo no 7
6nicTepiB B KAPTOHHI
ynaxoBLiji

chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBiga/bHOI 3a 3AjACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - amiHa
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3miHa
KOHTaKTHUX AaHWUX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
hapmakoHarnisg. 3miHa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTaKTHUX JaHNX KOHTaKTHOT
0Ccob¥ YNoBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3Haxo4KeHHsA MacTep-
thaiina cuctemmu
thapmakoHarnsgy. 3miHa micus
3[jACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsay
242. | XONPECT TabneTku, BKpUTI MaiinaH IHais MaiinaH IHais BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/17921/01/02
NAiBKOBOK 060/IOHKOHO, Nab6opaTtopi3 Na6opaTtopi3 mMartepianis:3MiHu | Tuny - 3mMiHK
no 10 wmr, no 14 Nimiteq NimiTeq ofo 6e3nekn/edekTMBHOCTI Ta

Tabnetok y 6nictepi; no
1, no 2, no 4, no 6 abo
no 7 6nicTtepis B
KapTOHHIA ynakoBsL,i

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepgakuis — Dr Eiko
Soehlke, MD MPH. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
3miHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemu
thapmakoHarnsgy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

243.

XONPECT

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 20 mr, no 14
Tabnetok y 6nictepi; no
1, no 2, no 4, no 6 a6o
no 7 6nictepis B
KapTOHHI ynakoBsL,i

MavinaH
NabopaTopis
Nimiten

IHais

MavinaH
Nab6opaTtopi3
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:3MiHu | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI ocobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOB&XEHOT 0CObM 3as1BHMKA,

BignoBiganbHOI 3a
thapmakoHarnag.

MponoHoBaHa pepgakuis — Dr Eiko

Soehlke, MD MPH. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHOT
0ocobw, BignoBigasibHOI 3a
thapmakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0co6u yNnoBHOBaXKeHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxomKeHHs! MacTep-
thaiina cuctemu
thapmakoHarnagy. 3miHa micus

3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3

chapmakoHarnsgy

3a peyenmom

UA/17921/01/03

244,

XONPECT

TabneTkn, BKPUTI
NNiBKOBOK 060/TI0HKOI0
no 40 mr; no 14
Tabnetok y 6nictepi; no
1, no 2, no 4, no 6 abo
no 7 6nictepis B
KapTOHHI ynakosL,i

MaiinaH
NabopaTtopis
Nimitepn

IHais

MaiinaH
Na6opaTopi3
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | TMny - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA

3a peyernmom

UA/17921/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-aiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis — Dr Eiko
Soehlke, MD MPH. 3mina
KOHTaKTHUX JaHWX YNOBHOBaXEHOT
ocobu, BifnoBifabHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cco6y yNnoBHOBaXKEHOI 0cobu,
BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.
3MiHa MicLLe3Haxo4KeHHs MacTep-
thaiina cuctemu
hapmakoHarnagy. 3miHa Micus
3[jl/iCHEHHSI OCHOBHOI AiA/IbHOCTI 3
dhapmakoHarnsgy

245.

LEPYKAN®

pO34uH AN iH'ekuiid, 10
Mr/2 M1, no 2 Mn B
amnyni; no 10 amnyn y
Kopobui

TOB "TeBa YkpaiHa"

YKpaiHa

Mepkne 'vbX,
HimeuunHa
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NpoaykTy, NepBrHHA
Ta BTOPVHHA
ynakoBka, j03BiN Ha
BUMYCK cepii);
Mepkne 'm6X,
HimeyunHa
(koHTpOnb cepii)

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:3minu | Tuny -
BHECEHHS 3MiH 10 METOUKN «
laeHTundikaLis, KinbkicHe
BM3HAYEHHA Ta XiMiuHa uncrota
MeToKonpamigy rigpoxsiopuay
MOHoOrigpaty», a came
BUMNpPaBAEHHS TUMorpadivuHmX
NOMUIIOK 3i 3MiHOI Bepcii
meTtoauku 3 D-00740501 Ha D-
00740502; 3miHu | Tuny -
BHECEHHS 3MiH JO METOAUKN
«BwmicT gomiwikm N,N-
aieTunetTunengiaminy y
MeToKonpamigy rigpoxsiopuay
MOHOrigpat», a came
BUMNpPaBAEHHS TUMorpadivuHmX
NOMUIIOK 3i 3MiHOI Bepcii
meTtoauku 3 D-00740501 Ha D-
00740502; 3MmiHu | Tuny -

3a peyenmom

UA/2297/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npuBefeHHs cneuudikauii Ta
MeTOoAiB KoHTponto 13 go
marepianiB peecTpaLiiHoro AockLe
BMpo6HUKa Mepkrie Mm6X,
HimeuunHa, a came BUNyYeHHS
cneuudikaLii Ta MeToauk
KOHTPOJI0 SIKOCTI Bif, BUPOOHMKA
AT dapmaneBTrHUi 3aBoa TEBA,
YropwimHa i BkoUeHHs o MKA
MeTOAVK BUNpobyBaHHS Bif,
BMpO6HUKa Mepkie MM6X,
HimeuunHa Cneuundikauii Ta
MeToAnKM KoHTposto N3 Big
BMPOGHUKIB AT dapmayeBTUHNMIA
3aBog TEBA, YropwmHa ta
Mepkne Mv6X, HimeuunHa
iAEHTWYHI, HasiBHa NnLLe pisHULA Y
chopmaTi BUKnageHHs iHdopmadwii.
BBegieHHs1 3MiH npoTsirom 6
MicsILiB Micns 3aTBepoKEHHS
246. | UE®PMA ANTAYA MOPOLLIOK A1 OpasIbHOI ToBapucTeo 3 YkpaiHa Cantotac ®apma Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHux | 3a peyenmom UA/18064/01/01
CYCMEH3IA cycneHsii, 40 mr/5 mn, o6MexeHo v6X, HimeyunHa ABCTpis mMarepianis:3miHu | Tuny - 3MiHK
no 50 a6o 100 mny BiANOBIAANIbHICTIO (BTOpPUHHE ofo 6e3nekn/edekTMBHOCTI Ta
thnakoHi; no 1 dpnakoHy "CaHpo3 YkpaiHa" nakyBaHHs); CaHgo3 hapmakoHarnsgy - 3MiHu BHECeHi
Ta Wnpu1Ly y KapTOHHIi M6X - BupobHuya 00 IHCTPYKLiT 4na MeguyHoro
Kopobui AinbHUUA 3acToCcyBaHHSA NikapcbKoro 3acoby
AHTUIHGEKLiVHI TN3 y po3gin "Cnoci6b 3acTocyBaHHA Ta
Ta XimiuHi onepadii [031" BigMoBiAHO 4O KOPOTKOI
KyHab (AIXO MN3 XapaKTepUCTUKM NiKapCbKoro
KyHab), ABCTpis 3acoby (4ONOBHEHHS po34iny
(BpOGHMLTBO "in IHCTPYKL|i€0 415 NPUroTyBaHHA
bulk", nepBrHHe Ta cycneHsii). BBegeHHs 3MiH
BTOPVHHE npoTArom 6-T1 MicAuis nicns
nakyBaHHS, 3aTBEPAKEHHS
TeCTyBaHHS, BUNYyCK
cepii)
247. | UMKNO 3® ®OPT Kancynu Teepgj; no 10 M'ep dabp ®paHuin M'ep ®abp ®paHuin BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/7550/01/01
Kancyn y 6nictepi; no 3 MegmkameHT MeaukameHT mMartepianis:3MiHu | Tuny -
6nicTepy B KAPTOHHIi MpoAakLuH BBE/[IEHHS1 HOBOrO nocTavasibHuKa

ynaxoBLii

BVIXiHOT CUPOBWHW recnepunHy
SICHUAN NEW HAWK
BIOTECHNOLOGY CO LTD,
CHINA. BBeieHHs1 3MiH NMpoTArom
6-Tn MicALIB NicNA 3aTBEPAKEHHS;
3MiHM | TURY - NOAAHHSA
oHoBneHoro CEP Ha akTUBHY
cybcTaHLito ackopbiHOBY KMCOTY
Bifl 3aTBEPKEHOr0 BUPOOHMKA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CSPC WEISHENG
PHARMACEUTICAL
(SHIJIAZHUANG) CO., LTD - R1-
CEP 2004-019 Rev 04. BBepgeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
nogaHHs oHoBsieHoro CEP Big
3aTBEPAKEHOTO BUPOOHMKA
aKTMBHOI cybCcTaHLii ackop6iHOBOT
kucnotm DSM NUTRITIONAL
PRODUCTS LTD Bepcia R1-CEP
2005-282-Rev 03. BeefieHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
BBE/IEHHS HOBOTO nocTavyasibHuka
BUXiAHOI CUPOBUHW recnepuanyy
CHENGDU SHUXI
PHARMACEUTICAL Co LTD,
CHINA. BBefieHHS1 3MiH NpoTArom
6-Tn MicAUIB NiCNA 3aTBEPKEHHS;
3MiHW | TUNy - BBEAEHHS HOBOTO
noctayasibHuKa BUXigHol
cupoBuHU (Ruscus Aculeatus
Rhizoma) — GJEDRA
BERAT/ALBANIA. BBegeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
He3HauHi 3MiHV y 3aTBEpKEHOMY
mMeToAi BUnpobyBaHHs AdI
recnepuanHy MeTUIXasbKoH Ans
«Abcorbance test» Ta «TMC
assay test». BBegeHHS 3MiH
npoTArom 6-t1 MicAuis nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHM y cneuudpikauii Ta meTogax
KOHTPOJII0 Ha XeNaTUHOBI
Kancysnu, 3rigHo Bumor EP
«Gelatine» 3a nokasHukamu
«ldentification of gelatine», «Sulfur
dioxide», «Microbial examination».
BBefeHHA 3MiH NPOTArom 6-1m
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHM | TUMY - HE3HAYHI 3MiHN Y
npoteci Bupo6HuuTtea /13,
noB’A3aHi i3 onumisavieto
BMPOGHMYOro NpoLecy, Npu Lbomy
NPVHLMN BUPOBHNYOro npovecy
He 3MiHnBCS. BBefeHHs 3MiH
npoTsirom 6-TM MicsiliB micns
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPMKEHHS; 3MiHM | TUny -
3MEHLLEHHS NPOBEAEHHS 4acToTH
BMMIpIOBaHHSA 3a T. «Po3nagaHHsa»
N3 3 3-x pa30BOro BUMIpIOBaHHS
[0 2-X pa3oBoro y npoueci
BMPOGHULITBA. BBEAEHHSA 3MIH
npoTArom 6-Tm MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY -
npvBeLEHHS BUMOT 3a MOKa3HUKOM
«Uniformity of mass» (in-process
control) o Bumor EP 2.9.5.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MICNS 3aTBEPAXKEHHS;
3MiHU | TUNY - 3MiHK Y
cneuudikaLii nepBUHHOI YNakoBKu
aluminium foil: 3amiHa
BMNpo6yBaHHSA «Thickness» Ha
«Grammage». BBegeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHM Y cneumdikauii nepBuHHOT
ynakoBku PVC/PCTFE film: 3amiHa
BMNpobyBaHHs «Thickness» Ta
«Width» Ha «Grammage».
BBegeHHA 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHM Il Tuny - 3mMiHa napameTpis
cneuudikayii Ha A®I recnepnguHy
MeTWUNXaNbKOH 38 NOKa3HWKOM
«Specific optical rotation».
BBegeHHA 3MiH npoTArom 6-tm
MicsILiB Micns 3aTBepoKEHHS

248.

LUMHAPIKC

TabneTkn, BKPUTI
060n0HkKot0, No 55 wr,
no 12 tabneTtok y
6nicTepi; no 2 abo 5
6nicTepiB B KAPTOHHIA
Kopobui

dapmaueyTie
habpik MoHTaBIT
M6X

ABCTpis

dapmaueyTiwe
habpik MoHTaBIT
6X

AscTpis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TMny - 3miHM
Lofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, yNOBHOBaXEHOT
ocobwu, BiAnoBiganbHOI 3a

6e3 peyenma

UA/4186/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ymosu
Bionycky

3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnagy) -
3MiHa KOHTaKTHOT 0cobu
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: MNorogaes
Mwuxaiino Bopucosuy.
MponoHoBaHa pegakuis:
puweHko Hartanis OpecTiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a (papmakoHarnsg B YkpaiHi.

249,

LIMNMPO®/IOKCAL,
VH - HOBO®APM

po3unH Ns iHdysin, 2
mr/mn no 100 mn Ta no
200 mn y naswui, no 1
NAAWLI B NayLi KapTOHY;
no 100 mn 1a no 200 mn
Y CKASHUX MAsILLKaX

ToBapucTBO 3
o6MexeHo
BiANOBiAA/ILHICTIO
thipma "Hosodhapm-
BiocuHTes"

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAANILHICTIO
thipma "Hosochapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis:3miHu | Tuny - 3MiHK
ofo 6e3snekun/edpekTMBHOCTI Ta

thapmakoHarnsgy - 3MiH1M BHECEHO

B M. 17 TEKCTY MapKyBaHHA
yNakoBKM NiKapCbKoro 3acoby
LLIOAO HAsABHOCTI rpadpivuHmX
3006paxeHb (BK/IHOYAKOYM /TOTOTHN).
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNA 3aTBEPLKEHHS

3a peyenmom UA/5534/01/01

B.o. NeHepanbHOro gupekropa Aimpekropary
cthapmaueBTUUHOrO 3abe3nevyeHHA
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IBaH 3SAABOPHUX




