Iepeik nikapcbKHX 3ac00iB, mio MicTaTh methotrexate i A03BoJIEHi /[0 MeAHUHOT0 3aCTOCYBaHHA B YKPAiHi (3a JannMu [[ep:KaBHOT0 PeECTPY JTIKapChbKHX 3ac00iB

cranoM Ha 27.08.2019)
Ne Toprosa Ha3Ba MHH dopma Bunycky Ymosu Cknap, Kniniko- Kop ATX 3asBHUK Kpaina 3asABHUK BnpoGHMK KpaiHa Bupo6Huka |BupobHuk | Tun npou,. Ne [fata Jarta
Bignycky Airunx chapmakosnor 3anBHMKa aHrn. aHrn. peecTpaLiiii |peecTpauii  |3akiH4eHHs
PEeyoBUH iuHa rpyna oro peecTpauii
nocBifYeHHs
1 METOKEKT® Methotrexate PO34UH Ansi|3a peuentom |1 M |AnTumeTa6o | LO1BAOL Megak Himeuyunna |Medac Megak  lesenbladT|HimeuyunHa/ Medac 3 UA/ 6/12/2017 6/12/2022
iH'ekujii, 50 mr/mn PO3UNHY nitn. FesenbLadg Gesellschaft |diop KniHiwe | HimeyuunHa/ Gesellschaft 5873/01/02
no 0,15 mn (7,5 MiCTUTb CTpYKTYpHi T chrop fur klinische [LWneuianbnpenaparte  |HimeuunHa/ fur klinische
mr), aéo no 0,20 MeToTpekca |aHanoru KAiHiwe Spezialprap [M6X (BUPOGHUK, L0 |HiMeuyunHa Spezialprap
mn (10 wmr), a6o no Ty 50 ™mr (y|donieBoi LLineuiansnp arate m.b.H. [Bignosigae 3a arate
0,25 mn (12,5 wr), Burnagi KUCNOTH. enapare BTOPWHHE  NakKyBaHHs, m.b.H./Onco
a6o no 0,30 mn (15 MeToTpekca M6X MapKyBaHHS, tec Pharma
mr), aéo no 0,35 Ty AuHaTpito KOHTPO/b/BUNPOGYBaHH Produktion
mn (17,5 wr), a6o 54,84 mr) A cepii Ta 3a BMNycK GmbH/IDT
no 0,40 mn (20 mr), cepii)/OHkoTeKk Papma Biologika
abo no 0,45 wmn MpogakwH rméXxX GmbH/Steg
(22,5 wr), abo no (BUPOGHNK, wo emann
0,50 mn (25 wr), Bignosigae 3a Lohnverpack
abo no 0,55 mn BUPOGHNLITBO ung &
(27,5 wr), abo no nikapcbkoro  3acoby, Logistischer
0,60 mn (30 wr) nepBMHHE  naKyBaHHs, Service e.K.
po3unHY y KOHTPO/b/BUNPOGYBaHH
nonepeaHbLo s cepii)/IAT Bionorika
3anoBHEHOMY M6X (BMPOGHUK, LWO
wnpuyi;  no 1 Bignosigae 3a
wnpuly pasom i3 BTOPWHHE  MaKyBaHHA
BOyaoBaHo Ta
iH'eKUjiliHOO MapkyBaHHs)/LLiITerema
roNKo B HH JIOHthepnakyHr yHf,
KOHTYPHOMY NoricTiwep Cepsic e.K.
YapyHKOBOMY (BUPOGHWK, wo
6nictepi; no 1 Bignosigae 3a
6nictepy B BTOPWHHE NakKyBaHHSA)

KapTOHHiii kopo6Li




METOTAB

Methotrexate

Tabnetkn 10 mr Ne
10, Ne 30 vy
hnakoHax

3a peLentom

1 Tabnetka
mictute 10
Mr
meToTpekca
Ty %
Burnagl
meToTpekca
Ty
AVHaTpIl);

AHTUHEONNa
CTUYHI
3acobu.
AHTUMeTa60
nitn.
CTpYKTYpHi
aHasiorm
choniesol
KNUCNOTH.

LO1BAO1

Mepak
FesenbLadg
T hrop
KniHiwe
LWnevjansnp
enaparte
M6X

HimeuunHa

Medac
Gesellschaft
fur klinische
Spezialprap
arate m.b.H.

Megak  lesenbliadt
hrop KniHiwe
LLineuiansbnpenapate
M6X  (BUPOGHUK, WO
Bignosigae 3a
MapKyBaHHs NepBUHHOT
ynakoBKu, BTOPVHHE
naxkyBaHHs,
KOHTPO/bL/BUNPOGYBaHH
A cepii Ta 3a BuUMycK
cepii)/Ekcenna  m6X

(BVpo6HWK, wo
BiAnoBigae 3a
BUPOBHWLTBO  rOTOBOI
[,030BaHO| hopmu,
NepBUHHE Ta BTOPUHHE
nakyBaHHSl,
MapKyBaHHS! NePBUHHOIT
yMaKoBKy,
KOHTPO/b/BUNPOGYBaHH

A cepii)/Xaynt ®apma
BondparwayceH M6x
(BVpo6HWK, wo
Bignosigae 3a
MapKyBaHHS NepBUHHOT
yNakoBku, — BTOPWUHHE
nakyBaHHSl,
KOHTPO/b/BUNPOGYBaHH
5 cepii)

HimeuunHa/
HimeuunHa/
Himeuunna

Medac
Gesellschaft
fur klinische
Spezialprap
arate
m.b.H./Excel
la
GmbH/Haup
t Pharma
Wolfratshau
sen GmbH

UA/
11318/01/03

8/15/2016

8/15/2021




METOTAB

Methotrexate

Tabnetkn 2,5 mr Ne
30, Ne 100 vy
hnakoHax

3a peLentom

1 Tabnetka
MicTuTb 2,5
Mr
meToTpekca
Ty %
Burnagl
meToTpekca
Ty
AVHaTpIl);

AHTUHEONNa
CTUYHI
3acobu.
AHTUMeTa60
nitn.
CTpYKTYpHi
aHasiorm
choniesol
KNUCNOTH.

LO1BAO1

Mepak
FesenbLadg
T hrop
KniHiwe
LWnevjansnp
enaparte
M6X

HimeuunHa

Medac
Gesellschaft
fur klinische
Spezialprap
arate m.b.H.

Megak  lesenbliadt
hrop KniHiwe
LLineuiansbnpenapate
M6X  (BUPOGHUK, WO
Bignosigae 3a
MapKyBaHHs NepBUHHOT
ynakoBKu, BTOPVHHE
naxkyBaHHs,
KOHTPO/bL/BUNPOGYBaHH
A cepii Ta 3a BuUMycK
cepii)/Ekcenna  m6X

(BVpo6HWK, wo
BiAnoBigae 3a
BUPOBHWLTBO  rOTOBOI
[,030BaHO| hopmu,
NepBUHHE Ta BTOPUHHE
nakyBaHHSl,
MapKyBaHHS! NePBUHHOIT
yMaKoBKy,
KOHTPO/b/BUNPOGYBaHH

A cepii)/Xaynt ®apma
BondparwayceH M6x
(BVpo6HWK, wo
Bignosigae 3a
MapKyBaHHS NepBUHHOT
yNakoBku, — BTOPWUHHE
nakyBaHHSl,
KOHTPO/b/BUNPOGYBaHH
5 cepii)

HimeuunHa/
HimeuunHa/
Himeuunna

Medac
Gesellschaft
fur klinische
Spezialprap
arate
m.b.H./Excel
la
GmbH/Haup
t Pharma
Wolfratshau
sen GmbH

UA/
11318/01/01

8/15/2016

8/15/2021




METOTAB Methotrexate Tabnetku no 7,5 mr|3a peuentom|1l Ta6netka|AHTuHeonna [LO1BAO1 Megak Himeuyunna |Medac Megak  lesenbladT|HimeuyunHa/ Medac n UA/ 8/15/2016 8/15/2021
Ne 10, Ne 30 vy MicTUTb  7,5|CTUYHI FesenbLadg Gesellschaft |diop KniHiwe | Himeyuunna/ Gesellschaft 11318/01/02
hnakoHax mr 3acobu. T hrop fur klinische |lneuianbnpenapare HimeuunHa fur klinische

meToTpekca |AHTUMETabo KAiHiwe Spezialprap [M6X (BuWpoGHMK, LWoO Spezialprap
Ty (y|nitn. LWnevjansnp arate m.b.H. [Bignosigae 3a arate
Burnagi CTpYKTYpHi enapare MapKyBaHHs NepBUHHOT m.b.H./Excel
MeToTpekca |aHasnoru M6X ynakoBKu, BTOPVHHE la
% choniesol nakyBaHHsi, GmbH/Haup
AvHaTpilo);  [kucnoTw. KOHTPO/bL/BUNPOGYBaHH t Pharma

A cepii Ta 3a BUNyCcK Wolfratshau

cepii)/Ekcenna  m6X sen GmbH

(BVpo6HWK, wo

BiAnoBigae 3a

BUPOBHWLTBO  rOTOBOI

[,030BaHO| hopmu,

NepBUHHE Ta BTOPUHHE

nakyBaHHSl,

MapKyBaHHS! NePBUHHOIT

yMaKoBKy,

KOHTPO/b/BUNPOGYBaHH

A cepii)/Xaynt ®apma

BondparwayceH M6x

(BVpo6HWK, wo

Bignosigae 3a

MapKyBaHHS NepBUHHOT

yNakoBku, — BTOPWUHHE

nakyBaHHSl,

KOHTPO/b/BUNPOGYBaHH

5 cepii)

METOTPEKCAT  [Methotrexate niocpinizat Ansi|3apeuyentom|l  donakoH|AHTHeonna | LO1BAOL PYMn Pecny6nika PYn Pecny6nika p UA/ 5/30/2019 5/30/2024
PO3UNHY Ans MICTUTb CTWYHI "benveanpe |Binopycb "benveanpenapatun” Binopycb 17469/01/01
iHdysili no 1000 1000 Mr|3acobm. napatun”

Mr, no 1 conakoHy B meToTpekca |AHTUMETato

KapTOHHiiA navLii % nitn.
CTpYKTYpHi
aHasorn
choniesol
KUCNOTH.

METOTPEKCAT- [Methotrexate PO3UUH Ans|3a peuentom |1 M |AnTumeTa6o | LO1BAOL TeBa 13paine Teva dapmaxemi 5.B. Higepnangu Pharmache |3 UA/ 7/13/2018 HeobMexeH

TEBA iH'EKLiA, 100 pPO3UnHY nitn. dapmauesTi Pharmaceuti mie B.V. 0818/01/02 nin
mr/mn, no 10 mn y MICTUTb CTpYKTYpHi Kan cal
dnakoHi; no 1 MeToTpekca |aHanoru IHAacTpiI3 Industries
dnakoHy B KOpoObLLi Ty 100 mr dhoniesol nra. Ltd.

KUCIIOTH.

METOTPEKCAT- |Methotrexate PO34MH Ans|3a peuentom|1 M7 | AnTuHeonna (LO1BAOL TEBA 13paine TEVA ®apmaxemi b.B. Higepnangn Pharmache |3 UA/ 12/25/2014 (12/25/2019

TEBA iH'ekuiii, 25 mr/mn PO3UNHY CTWYHI dapmaueBTi Pharmaceuti mie B.V. 9609/01/01
no 2 mMn y conakoHi; MicTUTb  25|3acobu. Kan cal
no 1 cunakoHy B M AHTUMEeTabo IHAacTpi3 Industries
Kopoo6Lj meToTpekca |nitu. nra. Ltd

% CTpYKTYpHi
aHasorn
choniesol

Kncnotu.




8 METOTPEKCAT [Methotrexate KOHUEHTpaT  And|3a peuyentom|1 M |AHTuHeonna | LO1BAOL EBEBE ABCTpIf EBEWE EBEBE Papma | AscTpis/ABcTpia/ |EBEWE 3 UA/ 5/8/2019 HeobMexeH
"EBEBE" PO3UNHY ans KOHLIEHTpAT |CTUYHI dapma Pharma Fec.m.6.X. Hdr. KrI|HimeyunHa Pharma 1209/02/01 it
iHcpysild, 100 mr/mn y  MicTUTb [3acobu. Fec.m.6.X. Ges.m.b.H. |(nosHwuit LmKn Ges.m.b.H.
no 5 mn (500 mr), 100 Mr [AHTUMETa60 Hdpr. KI Nfg. KG BUPO6HULUTBA)/MIM/ Nfg.
a6o no 10 wn meToTpekca |Nitu. Mikpob6ionoriwec KG/MPL
(1000 mr) a6o no Ty CTPYKTYpHIi Mptochnabop rm6XxX Mikrobiologi
50 mn (5000 mr) y aHanorn (TecTyBaHHs)//labop sches
dnakoHi; no 1 choniesol N+C AT (TecTyBaHHs) Pruflabor
chnakoHy B KNCnoTw. GmbH/Labor
KapTOHHili Kopo6Lyi L+SAG
9 METOTPEKCAT  |Methotrexate PO34KH Ans|3a peuentom |1 M1 |AHTuHeonna |LO1BAO1 EBEBE ABCTpIA EBEWE EBEBE Papma|AscTpis/AscTpis/ |EBEWE 3 UA/ 5/8/2019 HeobMexeH
"EBEBE" iH'ekuiii, 10 mr/mn PO3UNHY CTWYHI dapma Pharma Fec.m.6.X. Hdr. KI|Himeuyunna Pharma 0513/02/01 nin
no 1 mn (10 mr), no MmicTuTb  10|3acobu. Fec.m.6.X. Ges.m.b.H. |[(nosnwuit KN Ges.m.b.H.
5 mn (50 wmr) y mr AHTUMETab0o Hdpr. KI Nfg.KG BUPOGHWLTBA)/MI/T Nfg.KG/MPL
dnakoHi; no 1 meToTpekca |nitu. Mikpo6ionoriwec Mikrobiologi
dhnakoHy B % CTpYKTYpHi Mptodhnabop m6X sches
KapTOHHili Kopobi; aHanoru (TecTyBaHHs)//Tabop Pruflabor
no 0,75 mn (7,5 choniesol N+C AT (TecTyBaHHS) GmbH/Labor
mr), no 1 mn (10 KncnoTw. L+ SAG
mr), no 1,5 mn (15
mr), no 2 mn (20
Mr) Y nonepegHb0
3arnoBHEHOMY
wnpuyj; no 1 aéo
no 5 nonepeaHbLo
3aroBHEHUX
wnpuyis y
KapTOHHi  kopo6Li
pasom 3i
CTepPUILHOI0
iH'eKujiliHOO
TO/IKOKO Ta
cepBeTkamut
10 METOTPEKCAT [Methotrexate Tabnetku no 10 mr;|3a peuentom|1l Tabnetka|AHTuHeonna [LO1BAOL EBEBE ABCTpIf EBEWE EBEBE Papma | AcTpis/ EBEWE n UA/ 6/24/2019 HeobMexeH
"EBEBE" no 50 Tabnetok y MicTUTb 10| CcTUYHI dapma Pharma Fec.m.6.X. Hdr. Kr|Himeuyunna/ Pharma 0513/01/03 it
KoHTeliHepi; no 1 Mr 3acobu. Fec.m.6.X. Ges.m.b.H. |[(Bunyck HimeuunHa Ges.m.b.H.
KOHTeliHepy y meToTpekca |AHTUMETabo Hdpr. KI Nfg. KG cepii)/Cantotac ®apma Nfg.
KapTOHHili kopo6Li Ty nitn. M6X (Bunyck KG/Salutas
CTpPYKTYpHIi cepii)/Faynt dPapma Pharma
aHanorn Amaper rm6XxX GmbH/Haup
choniesol (Bupo6HMLTBO in bulk, t Pharma
KUCIOTN. ynaKoBKa, TeCTyBaHHs!) Amareg
GmbH
11 METOTPEKCAT [Methotrexate Tabnetkn no 2,5|3apeuentom|1l Tabnertka|AHTuHeonna (LO1BAOL EBEBE ABCTpin EBEWE EBEBE ®dapma | AscTpisi/ EBEWE n UA/ 6/24/2019 HeobMexeH
"EBEBE" mr; no 50 TabneTok MiCTUTb  2,5|CTUyYHI dapma Pharma Fec.m.6.X. Hdr. Kr|Himeuyunna/ Pharma 0513/01/01 nin
y KOHTelHepi; no 1 M 3acobu. Fec.m.6.X. Ges.m.b.H. |[(Bunyck HimeuunHa Ges.m.b.H.
KoHTeliHepy y meToTpekca |AHTUMETabo Hdpr. KI Nfg. KG cepii)/Cantotac ®apma Nfg.
KapTOHHili kKopo6Li Y nitn. M6X (Bunyck KG/Salutas
CTpYKTypHi cepii)/FaynT dapma Pharma
aHanorn Amaper me6XxX GmbH/Haup
choniesol (Bupo6HMLTBO in bulk, t Pharma
KUCIOTN. ynaKoBKa, TeCTyBaHHs!) Amareg

GmbH




12 METOTPEKCAT [Methotrexate Tabnetkn no 5 mr;|3a peuentom|1l Ta6netka|AHTMHeonna [LO1BAOL EBEBE ABCTpIf EBEWE EBEBE Papma | AcTpis/ EBEWE UA/ 6/24/2019 HeobMexeH
"EBEBE" no 50 Tabnetok y MICTUTb 5 Mr|CTUYHI dapma Pharma Fec.m.6.X. Hdr. KrI|Himeuyunna/ Pharma 0513/01/02 it
KoHTeliHepi; no 1 MeToTpekca |3acobu. Fec.m.6.X. Ges.m.b.H. [(Bunyck HimeuunHa Ges.m.b.H.
KOHTeliHepy y TY AHTUMETa60 Hdpr. KI Nfg. KG cepii)/Cantotac ®apma Nfg.
KapTOHHili Kopo6Lyi nitn. m6X (Bunyck KG/Salutas
CTpYKTYpHi cepii)/FaynT Papmva Pharma
aHanorn Amaper m6XxX GmbH/Haup
choniesol (Bupo6HMLTBO in bulk, t Pharma
KUCIOTH. ynaKoBKa, TeCTyBaHHs) Amareg
GmbH
13 METOTPEKCAT [Methotrexate Tabnetku no 10 mr,|3a peuentom|1l Ta6netka|AHTUHeonna [LO1BAO1 OpioH ®iHnaHgis | Orion OpioH KopnopeiiLH | ®iHnaHajs Orion UA/ 11/7/2018 HeobMexeH
OPIOH no 30 a6o no 100 MicTUTb 10| CcTUYHI Kopnopeiiw Corporation |(BUPOGHWK, wo Corporation 7608/01/02 nit
Tabnetok y M 3acobu. H 3AilicHIOE BUPOGHULTBO
¢dnakoHi, no 1 MeToTpekca [AHTUMETato 3a MOBHUM  LMKIOM;
chnakoHy B Ty nitn. BUPOGHNK, wo
KapTOHHiii kopo6Li ekBiBaNleHT | CTPYKTYpHi 3Ai/iCHIOE BMNYCK cepir)
MeToTpekca |aHanoru
% choniesol
6e3BO/JHOMO | KMC/IOTH.
14 METOTPEKCAT [Methotrexate Tabnetkn no 2,5|3apeuentom|l Ta6netka|AHTUHeonna [LO1BAO1 OpioH ®iHnaHgis | Orion OpioH KopnopeiiLwH | ®iHnaHajs Orion UA/ 11/7/2018 HeobMexeH
OPIOH mr, no 30 a6o no MiCTUTEL  2,5|CTUYHI Kopnopeii Corporation |(BUPO6HWK, wo Corporation 7608/01/01 nin
100 Tabnetok y M 3acobu. H 3AilicHIOE BUPOGHULITBO
dnakoHi, no 1 meToTpekca |AHTumeTabo 3a  MOBHUM  LMK/IOM;
dhnakoHy B Ty nitn. BUPOGHWK, wo
KapTOHHiii kopo6Li ekBiBaneHT | CTpyKTypHi 3Ai/iCHIOE BUNYCK cepil)
meToTpekca |aHanoru
% dhoniesol
6e3BOZIHOMO | KMC/IOTH.
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