MIHICTEPCTBO OXOPOHU 3/I0POB’A YKPAIHA
HAKA3

Kuis

03 yivnns 2026 poky Ne 901

IIpo aep)kaBHY peecTpalliio (mepepeecTpariiio) JIKapCcbKHX 3aco0iB (MegMUYHUX
iMmyHoOio/ToriuHMX NpenapaTiB) Ta BHeCeHHS 3MiH /[0 peecTpaliilHUX MaTepiaiiB

BiamosigHo g0 craTtTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0m», MyHKTIB 3,
26, 30, 49 Ilopsaky AepskaBHOI peecTpariii (repepeecTpariii) iKapCcbKuX 3aco0iB,
3aTBep/KeHOoro rmoctaHoBoo Kabinety MiHicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 (B pemakiii moctaHoBu KabiHety MinicTpiB Ykpainu Big 26 kBiTHsS 2024
poky Ne 529), ab3auy ABafUsaTh I’ATOr0 MiANYyHKTY 12 myHKTY 4 [losioykeHHS TIpo
MiHicTepcTBO OXOPOHM 3/10pOB’sl YKpaiHH, 3aTBepAkeHOoro moctaHoBor KabiHeTy
MinictpiB Ykpainu Bifg 25 6Gepesnsi 2015 poky Ne 267 (B pegmakiiii MoCTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacrasi
pe3y/IbTaTiB eKCIepTHU3 peecTpalfiiHuX MaTepiasiiB TiKapChbKUX 3aco0iB (MeJUUHUX
iMyHoOionoriuHMX  TipemapariB), 1[0 TOJaHi Ha /JepXXaBHy peeCTpalliro
(mepepeecTpaillito) Ta BHeCEHHs 3MiH [0 peeCcTpalliiHUX MaTepiaiB, MpOBeJeHUX
Jlep)KaBHUM  MMiANPUEMCTBOM  «/lep>KaBHUM eKCNepTHUU LeHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIiB 100 edheKTUBHOCTi, Oe3rmeuyHocTi Ta
AKOCTI, W[OAO0 €KCIIePTHOI OLIHKK CITiBBIJHOIIEHHSI KOPUCTh/PU3UK JIIKApPChKOTO
3aco0y, IO TIPOTIOHYETBhCS [0 Jep)KaBHOI peecTtpallii (rmepepeectpailii), 1010
BHECEHHS 3MiH [I0 peecTpalliiHuX MarepialiB Ta peKoMeH/allii JiKapchKOoro 3acoby
[0 Jep>KaBHOI peectpallii (rmepepeectpaiiii) abo0 BHECEHHSI 3MiH /0 peeCcTpallifHuX
MarepiaiB, 1[0 HajiMuuM A0 MiHiCcTepcTBa OXOPOHU 3[0pOB’Sl YKpalHU JINCTOM
JlepP’KaBHOrO MiANPUEMCTBA «/lep)kaBHUI eKCIIepTHUM LieHTp MiHicTepcTBa 0XOpPOHU
310poB’s YKpainu» Bij 30 uepsHs 2026 poky Ne 2666/22.2-26,

HAKA3YIO:

1. 3apeecTpyBaTH niKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperapaTu) Ta
BHECTH J10 []ep>KaBHOTO Pe€eCTPY JTiKapChbKHUX 3aCc00iB 3TiiHO 3 foAaTKOM 1.
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2. TlepepeectpyBaTh JiKapcChKi 3acobu (MeauuHi iMmyHobionoriuni
rperiapatv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3rifHO 3
JI0IATKOM 2.

3. BHecTu 3miHU [0 peecTpalliiHUX MaTepiaiB Ha JiKapCchKi 3aco0u (MeauuHi
iMmyHobiosioriuni mpemnapaTtu) Ta Jlep>kaBHOTO peeCTPY JiKapChKUX 3aco0iB 3rifHO 3
JI0JIaTKOM 3.

4. BigMoBUTH y Jep)kaBHili peecTpallii/mepepeecTpallii /ikapchbKHUX 3aco0iB
(MeguuHMX iMyHOOIOJIOTiUHMX TIperapariB) Ta BHECEHHiI 3MiH [0 peeCcTpaLiiHUX
MaTepiamiB Ta Jlep>kaBHOTO peeCTpy JIiKapChbKUX 3aco0iB 3TifiHO 3 ogaTKOM 4.

5. ®apmarieBTuHOMYy yripaBiiHHIO (OnekcaHzapy ['pilieHKy) 3abe3meuntu
OTIPU/TFOJHEHHST I[bOTO HaKa3dy Ha odilliiiHoMy BeOcaiiTi MiHicTepcTBa OXOpOHH

30pOB’d YKpaiHu.

6. KOHTpOJIb 32 BUKOHAHHAM 1[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyIHWKa MiHicTpa
€sreHisa ['oHuapa.

MiHuicTp BikTop JISAIIIKO



BHOCATHCHA 10O AEPKABHOI'O PEECTPY JIIKAPCBKHMX 3ACOBIB

IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI

Jopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’'A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpadito)
NiKapcbKnX 3ac06iB (Megnu4Hux
iMyHOGionoriyHMx npenaparis) Ta
BHECEHHSA 3MiH 10 peecTpauiiiHnX
marepianiB»
Big 03 nunHa 2026 poky Ne 901

Ne Hassa Mi>xkHapoo Hassa Koo ®opma 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
n/n JliKkapcbKo20 Ha diro4oi ATX BUIYCKY 3as8HU BUPOGH npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HenameH | pe4yosuHU (nikapcbka Ka uka 20
mosaHa c¢hopma, nocsioYyeHHs
Ha3sa* ynakoska)
1. | APIBEK calcipotriol | 6etameta | DOSAX5 | renb;no 30T Ecnapma Himeyun BUNYCK cepii: Himeuun PeecTpauia Ha 5 pokiB 3a He UA/21350/01/01
, 30HY 2 abono60ry 6X Ha Ecnapma M'm6X, Ha peyenmom nionsizae
combinatio | gunponioH Ty6i; no 1 Ty6i B HimeuuunHa; Pestome nnaHy
ns aT; KapTOHHii BTOPVHHE ynpasiHHA pu3nkamu
Ka/TbLMnoT KopooLi nakyBaHHs: Bepcis 1.1 gopaertbes.
piony ecnapma ®apma MepiognyHiCTb NofaHHSA
MOHorigpa Cepsices 'M6X, perynsipHo
T HimeyvunHa; OHOBJ/IIOBAHOrO 3BITY 3
BUPOGHMLTBO in 6e3neku, BiANOBIAHO A0
bulk, nepsuHHe MopsiaKy 34iACHEHHS
nakyBaHHS, chapmakoHarnsgy,
BTOPWHHE 3aTBEPAKEHOrO HaKa3oM
nakyBaHHs, MiHicTepcTBa OXOpPOHU
KOHTPO/Ib AKOCTI: 3040pOB’A Ykpainu Big 27
LI.M.M. rpyaHsa 2006 poky Ne
KoHTpakT®apma 898, 3apeecTpoBaHoro B
rv6X, MiHicTepcTBi tocTuuii
HimeuunHa Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHIMn y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
2. | BIOTUWH Biotin 6i0TVH - KpucTaniyHmi AT YkpaiHa ACM PpaHuis PeecTpauia Ha 5 poki - He UA/21351/01/01




Ne Ha3ssa MixxHapoo Ha3ssa Koo Popma 3asasHuUK KpaiHa Bupo6HuUK KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX BUIMYCKY 3as8HU BUPOGH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HerameH | peyoBUHU (nikapcbka Ka uka 20
mosaHa ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
MOPOLLIOK "KNIBCbKW HyTpiTioHan nionsizae
(cybeTaHuis) B " MpopaakTc
aIlOMiHIEBYMX BITAMIHHW ®paHc
KOHTeliHepax " 3ABOA"
aboy
nonieTNIeHoBUX
nakeTtax Ans
thapmaLeBTUYHO
ro 3aCTOCYBaHHSA
3. | BAJIbCAKOP | valsartan BasicapTa CO9DA0 | Tabnetku 3 KPKA, a.4., CnoseHi BMPOBHULITBO CnoBeHi PeecTpauia Ha 5 pokiB 3a He UA/21352/01/01
®-IHOA and H, 3 mogucpikoBaHum | HoBo mecTo s «in bulk», A peyenmom nionsizae
diuretics iHganamig BVBI/TbHEHHSAM, nepBuHHA Ta Pestome MYP Bepcis 0.3
no 80 mr/1,5 wmr; BTOpPUHHA [OOAETLCA.
no 10 Tabnetok yrnaxkoBKa, MepiognyHiCTb NoAaHHA
y 6nicTepi, no 3 KOHTpO/ib Ta perynsipHo
abono 9 BUNYCK cepi: OHOB/IOBAHOTO 3BITY 3
6nicTepis y KPKA, a.4., 6e3neku, BignoBigHO A0
KapTOHHii HoBo mecTo Mopsaaky 34iACHEeHHS
Kopoobui thapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuUuiT
Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOoB'a YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHIMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
4. | IHO3NH inosine iHO3MHY JO5AX0 | Tabnetkm no 500 | TOBAPUCT | YkpaiHa MoBHMWIA LMKN YkpaiHa PeecTpauia Ha 5 pokiB 6e3 nidnsieae UA/21353/01/01
MPAHOBEKC | pranobex npaHobekc | 5 Mmr; no 10 BO 3 BMPOGHMLTBA: peyenma
Tabnetoky OBMEXXEH TOB "AKn Pestome nnaHy
6nicTepi, no 4 (e]}0) "®dapmaueBTUYH ynpas/iHHA pu3nkamu
6nictepn B nauyi | BIAMNOBIOA a pabpuka" Bepcia 1.0 gogaeTbes.
NBHICTIO MepiognyHicTb NofaHHSA
"KBAHTYM- perynapHo
CATIC" OHOB/OBAHOTO 3BITY 3

6e3neku, BiANOBIAHO A0
Mopsigky 34iCHEeHHs




n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma
BUINYCKY
(nikapcbka
¢gopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HuUK

KpaiHa
BUPOGH
ukKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Howmep
peecmpayitiHo
20
nocsioYeHHs

chapmakoHarnsgy,
3aTBEPPKEHOTO Haka3om
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuUuiT
YKkpainun 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMN y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

PIHOKC

mometaso
ne

MoMeTaso
Hy
tpypoary
MOHoOrigpa
T

RO1ADO
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cnpei
HasasibHUiA,
cycneHsis, 50
MKr/go3a, no 60
003, no 140 go3s
y thnakoHi 3i
cnpeli-Hacocowm;
no 1 dpiakoHy y
naui

MpAT
"®apmaueBT
M4yHa dpipma

"AapHnus”

YkpaiHa

BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTpOsb cepii
Ta BUNyck cepii
roToBOrO
nikapcbKoro
3acoby:
Belicik ®apma
MaHydhekyepiH
B.B.,
Higepnangw;

MIKpOG6ioNorivyHN
 KOHTPO/b
roToBOro
nikapcbKoro
3acoby:
Na6op /IC CE
eHp Ko. KI,
HimeuunHa

Higepna
Hon!
Himeuun
Ha

PeecTpauia Ha 5 pokiB

IHCTpYKUis Ans
MeaNYHOro
3aCTOCyBaHHSA
nNiKapcbkoro 3acoby
(eCTD Bepcis 0010)
TekcT MapkyBaHHS
YNaKoBKMN NiKapCbKoro
3acoby (eCTD Bepcist
0010) KopoTka
XapakTepucTuka
nikapcbkoro 3acoby
(eCTD Bepcis 0010)
MeToau KOHTponto
SIKOCTi JliKapCbKOro
3acoby (eCTD Bepcis
0010) 3BiT 3rigHO
popartky 29 Mopsagky
(eCTD Bepcist 0000)
3BIT 3rigHo gogatky 30
Mopsaaky (eCTD Bepcia
0000) MNnaH ynpasiHHA
pu3ukamm Bepcis 0.3
norogkeHa (eCTD
nocnigoBHicTb Ne0005)
MepiognyHiCTb NofaHHSA
perynsipHo
OHOBJ/IK0BAHOrO 3BITY 3

3a
peyernmom

He
nidnsieae

UA/21354/01/01




Ne Ha3ssa MixxHapoo Ha3ssa Koo Popma 3asasHuUK KpaiHa Bupo6HuUK KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX BUIMYCKY 3as8HU BUPOGH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HerameH | peyoBUHU (nikapcbka Ka uka 20
mosaHa ¢hopma, nocsioyeHHs1
Hassa* ynakoska)
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOpPOHU
3040pOB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rifHO
3i cTpokamu,
3a3HavYeHIMn y
nepioguyYHOCTi NOAAaHHSA
perynspHux 3BiTiB 3
6e3neku.
6. | CTPENCIIC® | Hederae cyxuii RO5CA1 | cwupon, 8,25 PekkiTT Benvka diTtochapm Monbwa PeecTpauia Ha 5 pokiB 6e3 nionsieae UA/21355/01/01
XEPBAN helicis eKCTpakT 2 mr/mn; no 100 BeHkizep BpuTaHi KneHka C.A. peyenma
cupon folium nmcTa mn, 200 Mny Xenckep A MepiognyHicTb NogaHHsA
NAOLWA nnoLa thnakoHax; no 1 IHTepHeLwHN perynspHo
(Hedera hnakoHy pasom Nimiten OHOB/IOBAHOTO 3BITY 3
helix L.) 3 MipHOIO 6e3neku, BigNoBigHO A0
NOXKOI0 Y Mopsiaky 34iCHEHHS
KapTOHHIM hapmakoHarnsgy,
KopooLi 3aTBEPAKEHOr0 Haka3om

MiHicTepcTBa OXOPOHU
300pOB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi rocTuuii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHU
3[10pOB'sa YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHSA
perynspHux 3BiTiB 3
6e3neku.
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* gidnosidHo do iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioeii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)

HauyanbHuK
dapMaLeBTUYHOT0 yIIPaB/IiHHA Onekcanap I'PINIEHKO


https://www.whocc.no/atc_ddd_index/

ITIEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Jopatok 2
[0 Haka3ly MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpaLdito (nepepeecTpadito)
NiKapcbKMX 3aco06iB (MeguUHNX

iMyHOGionoriyHuX npenaparis) Ta
BHECEHHS 3MiH A0 peecTpauiiiHux
marepianis»
Big 03 siunna 2026 poky Ne 901

Ne Hassa MixxHapoo Hassa Koo Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameH | peyosUHU c¢hopma, Ka uKka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
1. | AlIlb®OPT dexketopr | pekcketon | MO1AEl | po3u4uH opasibHUA, Jenbta Lseiiua CAIl Icnanis MepepeecTpauis Ha 3a He UA/18992/01/01
CTIK ofen podheHy 7 no 25 mr/10 mn, Megiken pis MEHY®EKYYPI HEeo6MeXeHW TEPMIH. peyenmom nionseae
TpomeTam no 10 mn y cawue, MpomMoyLUH3 HI, CJLY. OHOB/EHO iHhopMaL,ito
on no 20 calle B Al y po3sginax iHCTpyKuii

KapTOHHiiA KOpo6L

Ana MeAnyHoro
3acTocyBaHHA "Cknag”
(pepaxuiiiHi npasku),
"hapmMakoorivHi
BMacTueocCTi" ,
"MMoka3aHHA"
(pepakuiiiti
npasku),"MpoTunokasaH
Hs", "B3aemogis 3
IHLLIMMKW NiKapCbKUMKN
3aco6amu Ta iHLWi Buan
B3aemogiit",
"OcobnuBocTi
3acTocyBaHHsA",

"3acTocyBaHHA y nepiog

BariTHoCTi abo
rogysaHHsa rpyaato”,

"3paTHICTb BNAMBATK Ha

LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
iHWMK MeXxaHizmammn”,
"Cnoci6 3acTocyBaHHS
Ta gosun", "Oitn",




Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HerameH | peyoBUHU ¢hopma, Ka uka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
"MNepenosyBaHHA",

"Mo6iyHi peakui"
BigNoBigHO A0
iHbopmauit
pedepeHTHOro
nikapcbKoro 3acoby
(ENANTYUM, 25 mg
oral solution,
Laboratorios Menarini,
S.A., Spain).
3aTBepKEeHHs KOPOTKOT
XapakTepucTunkn
nikapcbkoro 3acoby.
IHCTPYKUiT Ans
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby
(Bepcis eCTD 0006);
KopoTka
XapaxktepucTuka
nikapcbKoro 3acoby
(Bepcisi eCTD 0006);
TeKCT MapKyBaHHSA
YNaKoBKM NiKapCbKOro
3acoby (Bepcisa eCTD
0004).

MnaH ynpaeniHHA
pusnkamm Bepcisa 02.1
norogxeHa (eCTD
nocnigosHicTb Ne 0005).
MepiognyHiCTb NogaHHA
perynspHo
OHOBJ/IIOBAHOIO 3BITY 3
6e3neku, BignoBigHO A0
MopsiaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0OXOPOHM
300pOB’sA YKpaiHu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB'A YKpaiHu Big 26
BepecHs 2016 poky Ne
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, Ka uKa 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepioguYHoOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
2. | BYAECOHIA- | budesonid | 6yaecoHig | RO3BAO | cycneHsia ans TOB «TeBa YkpaiHa BMPOOHULITBO Benvka MepepeecTpauia Ha 3a UA/18925/01/01
TEBA e 2 po3nuneHHs, 0,25 YkpaiHa» Hepo3dhacoBaHo | BpuTaHi HEOBMEXEHUIA TEPMIH. peyenmom
Mr/M/T; M0 2 MN B T npoaykuji, a OHOB/EHO iHGhopMaLito
amnyni; no 5 nepBuHHa Ta B IHCTPYKLUIT Ans
amnys y nakeTi 3 BTOPUHHA MeLNYHOro
donbru; no 4 ynakoBka, 3aCTOCYBaHHSA
naketu B KOHTPO/Ib cepil nikapcbKoro 3acoby y
KapTOHHI KOpoo6Li Ta [03BiN Ha po3sginax
BMMNYCK Cepil: "®apmakonoriyHi
HopTtoH BnacTusocTi”,
Xenckea "Moka3aHHS",
Nimiten T/A "B3aemogisi 3 iHWyMmn
AVBEKC nikapcbknmuy 3acobamu
PapmacboTukan Ta iHWi BUAn
3 lOK, Benvka B3aemogijin",
BpuTaHis; "Oco6nmBoCTI
asibTepHaTMBHa 3acTocyBaHHS",
naboparopis "3acTocyBaHHs y nepiog
0151 KOHTPO/II0 BariTHoOCTi abo
cepii rogyBaHHsa rpyaar”,

(cTepunbHICTb):

Bikxem Malikpo

Nimiten, Benvka
BputaHis

"3p4aTHICTb BNMBATK Ha
LIBUAKICTb peakuii npu
KepyBaHHI
aBTOTpPaHcnopTom abo
IHLWIMMKY MexaHi3mamun',
"Cnoci6 3acTocyBaHHSA
Ta nosn”,
"MNepepo3syBaHHA",
"Mo6iuHi peaxu,i,
[opaHo posgain
"HecyMicHicTb"
BiANOBIAHO A0
iHchopmauii
pedepeHTHOro
nikapcbKoro 3acoby
(MYNbMIKOPT,
cycneHsisa gns
po3nuieHHs, 0,25 mr
abo 0,5 mr), a Takox y
po3aini "Mo6iyHi peaku;i
OO0 BaXKAMBOCTI
3BiTYBaHHSA NP0 NOGiYHi
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma surnycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOH
uKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
nocsioYeHHs

peaxuii”.
Pestome nnaHy
ynpasiHHA pU3nKamu
Bepcia 2.0 fofaeTbes.
MepiognyHiCTb NOAAHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iicHeHHSA
thapmakoHarnsagy,
3aTBEPHKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpOHHM
3[,0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakazy
MiHicTepcTBa 0OXOPOHHM
340pOB'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3rifHO
3i cTpokamu,
3a3HaveHumn y
nepiogNYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3nekun

BYAECOHIA-
TEBA

budesonid
e

6yaecoHin

RO3BAO
2

cycneHsis gns
posnuneHHs, 0,5
Mr/M/1; N0 2 M1 B
amnyni; no 5
amny/s y nakeTi 3
donbru; no 4
nakeTu B
KapTOHHIA KOpoo6Li

TOB «TeBa
YkpaiHa»

Ykpaina

BMPOGHMLITBO
Hepo3dacoBaHo
T npoaykui,
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b cepii
Ta [03Bin Ha
BUNYyCK cepil:
HopTtoH
Xenckea
Nimiten T/A
AVBEKC
dapmacbloTuKan
3 IOK, Benuvka
BpuTaHis;

anbTepHaTUBHA
naboparopis
NS KOHTPO/O

Benvika
BputaHi
a

MepepeecTpauin Ha
HeobMeXeHW TepMiH.
OHOB/EHO iHhopMaLlito
B IHCTPYKLi ANns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3sginax
"PapmMakosorivHi
B/1ACTMBOCTI",
"MokasaHHA",
"B3aemogis 3 iHWMmn
nikapcbknMmun 3acobamu
Ta iHWi B1An
B3aemogiit",
"OcobnuBsocTi
3acTocyBaHHsA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo

roflyBaHHs rpyaar”,

3a
peyerimom

He
niosisieae

UA/18925/01/02
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HerameH | peyoBUHU ¢hopma, Ka uka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
cepil "3paTHICTb BNAMBATK Ha

(cTepunbHICTL):
Bikxem Maiikpo
NimiTen, Benvika
BputaHis

LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
iHWMK MeXxaHi3mammn”,
"Cnoci6 3acTocyBaHHS
Ta fosun”,
"MNepepo3syBaHHA",
"Mo6iuHi peakwii”,
[ofaHo posain
"HecymicHicTb"
BigNoBigHO A0
iHbopMmauit
pedepeHTHOro
nikapcbKoro 3acoby
(MYNbMIKOPT,
cycnexsia ans
po3nuneHHs, 0,25 mr
a6o 0,5 mr), a Takox y
po3gini "Mo6iuHi peaxuii
LLOA0 BaXK/IMBOCTI
3BiTYyBaHHSA Npo NoGiYHi
peaku;ji".
Pe3tome nnany
ynpasniHHA pu3nKamu
Bepcisa 2.0 gogaerbes.
MepiognyHicTb NoAaHHA
perynsipHo
OHOBJIOBAHOrO 3BITY 3
6e3neku, BiANOBiAHO A0
Mopsaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa 0XOpOHHM
3[10pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHoOCTI NoAaHHsA
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, Ka uKa 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
perynsipHux 3BiTiB 3
6e3nekn
4. | KONXiynH colchicine | konxiuuH MO4ACO | Tabnetku no 1 wr; AKAPMIA ITanisa laynt ®apma Himeuun nepepeecTtpawjis Ha 3a He UA/18740/01/01
NIPKA 1 no 30 TabneTok y PAPMACEY Amaper T'm6X Ha HeobMeXeHul TepPMiH. peuenmom nionsieae
6nicTepi; no 2 TIYI C.P.. OHoBMEHO iHhopMmaL,ito

6nictepu B
KapTOHHI KOpoo6Li

B iHCTPYKLji ANns
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHsa",
"3acTocyBaHHs y nepiog
BariTHOCTi abo
rogyBaHHs rpygar”,
"Cnoci6 3acTocyBaHHS
Ta po3un" (iHdopmauis 3
6e3nekn), "MobiyHi
peakuji" BignosigHo o
mMartepianis
peecTpaviiiHOro 4OCbe.

Pe3tome nnaHy
ynpaBiHHA pu3nKamm
Bepcis 1.1 gogaerbes.

MepiognyHiCTb NOAAHHSA
perynspHo
OHOBJ/IOBAHOIO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 34iAcHeHHSA
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOPOHHM
300pOoB’sA YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB'A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,

3a3HavYeHMn y
nepiognYHOCTI NoAAHHSA

perynsipHux 3BiTiB 3
6e3neku.
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, Ka uKa 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
5. | KOHTPON®N | thiocolchic | Tiokonxiko | MO3BXO0 | po3uuH ans TOB HB® YkpaiHa TOB HB® YkpaiHa MepepeecTpauis Ha 3a He UA/19023/01/01
EKC oside 3ua 5 iH'eKjid, 2 mr/imn, "MIKPOXIM" "MIKPOXIM", HeobMeXeHu TepPMiH. peyenmom nionsieae
no 2 mn B YkpaiHa OHOB/EHO iHhopMmaLito
amnynax; no 5 (topuguyHa B IHCTPYKLUIT Ans
amnyn y énictepi; agpeca MeLVYHOro
no 1 a6o 2 BMPOGHMKa; 3acTocyBaHHSA
6nictepn y nayui 3 BiANOBIga/IbHUIA nikapcbKoro 3acoby B
KapTOHY 3a BUPOGHNLITBO po3ginax "OcobanBoCTi
Ta 3actocyBaHHs", "lNo6GiyHi
KOHTPO/b/BUNPO peaxuii™ BignosigHo [0

6yBaHHs cepii,
He BK/oYaoun
BUNYK cepil;
BiANOBIfAIbHWIA
3a BUNyckK cepii,
He BK/oYatoun
KOHTPO/b/BUNPO
6yBaHHs cepii);

AT
"Tannudapm”
YKpaiHa
(BignoBiganbHwui
3a BMPOGHMLUTBO
Ta
KOHTPO/b/BUNPO
6yBaHHS cepii,
He BK/oYatoun
BUMNYCK cepil)

iHchopmauii
pedhepeHTHOro
nikapcbKoro 3acoby
(Muscoril, solution for
injection, 4 mg/2 ml);
OHOBJIEHO iH(hopmaLito B
po3gaini "Mo6iuHi peakuii"
iHCTpYKLUii gns
MeAMYHOro
3acTocyBaHHSA
nikapcbKoro 3acoby
LOZ0 BaXNNBOCTI
3BITYBaHHA NPo NobGiyHi
peakLuji; BigpegaroBaHo
TeKCT po3ainis
"MokaszaxHs", "ditn"
(YTOYHEHO TepMiHOMOrito
BiKOBOI rpynu),
[ONOBHEHO iH(hopMaLlito
npo 3asBHMKa
KOHTaKTamu gns
noBifOM/IEHb MPO
HebaxaHi aBuLwa npu
3acTOoCyBaHHi
nikapcbKoro 3acoby.

Pe3tome nnaHy
ynpasiHHA pu3nKamu
Bepcisa 1.1 gogaerbes.

MepiognyHiCTb NogaHHA
perynspHo
OHOBJ/IIOBAHOIO 3BITY 3
6e3neku, BignoBigHO A0
MopsiaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPHKEHOr0 HaKka3oMm
MiHicTepcTBa 0OXOPOHM
340p0B’s1 YKpainu Big 27
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma surnycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
nocsioYeHHs

rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognuYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

NIHEBIOTUK

linezolid

niHe3onig,

JO1XXO0
8

pO34MH ANa
iHdpy3ilA, 2 mr/mn;
no 300 mny
donakoHi, no 1
chnakoHy B
KapTOHHIA KOpoo6Li

MicTtpan
Kenitan
MeHeKmeH
T NimiTep,

AHrnifA

BEM Ina4 CaH.
Be Tik. A.C.

Typeyun
Ha

MepepeecTpauis Ha
HEoOMeXeHW TEPMIH.
OHOB/EHO iHGhopMaLito
B IHCTPYKLUIT Ans
MeLNYHOro
3aCTOCYBaHHSA
nikapcbKoro 3acoby B
posginax
"PapmakoTepanesTUyHa
rpyna. Kog ATX" (wono
hopMy HOBaHHS rpynu,
6e3 3MiHn kogy ATX),
"PapmMakosorivHi
B/1ACTMBOCTI",
"MokasaHHA",
"MMpoTmnokasaHHsa",
"B3aemogis 3 iHWyMK
nikapcbknMmn 3acobamu
Ta iHWi B1An
B3aemogijin",
"OcobnusocTi
3acTocyBaHHS",
"3acTocyBaHHA y nepio
BariTHoOCTi abo
rogyBaHHsa rpyaaro”,
"Cnoci6 3acTocyBaHHSA
Ta gosun”, "Aitn",
"MNepepo3syBaHHA",
"Mo6iyHi peakui"
BigNoBigHO A0
iHbopmauit
pecepeHTHOro
nikapcbKoro 3acoby

3a
peyenmom

He
nionsieae

UA/18904/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma surnycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
nocsioYeHHs

(ZYVOX 2 mg/ml
Solution for infusion
Pfizer Limited), a Takox
OHOBJIEHO iH(hopmaLito B
po3gaini "Mo6iuHi peakuii"
iHCTpYKLUii gns
MeAMYHOro
3acTocyBaHHSA
nikapcbKoro 3acoby
OO0 BaXNNBOCTI
3BITYBaHHA NPo NobGiyHi
peakuji.
Pe3tome nnaHy
ynpasniHHA pu3nKamn
Bepcia 2.1 fofaetbes.
MepiognyHiCTb NogaHHA
perynspHo
OHOBJ/IOBAHOIO 3BITY 3
6e3neku, BignoBigHO A0
MopsiaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0OXOPOHHM
300pOB’sA YKpaiHu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepiognuYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

HATPIIO (S)-
NAKTATY
PO3UMH
(MYPACAN
SIPF 50)

HaTpito
(28)-2-
rigpokcun
ponaHoar;
HaTpito
nakTar;

e (S)-
eHaHTiome
p

pO3uuH
(cybeTaHuis) y
nonieTUIeHOBNX
KOHTelHepax ans
thapmavneBTUUHOr
0 3aCTOCYyBaHHS

MpAT
"papmanesT
n4yHa chipma

"fapHuus"”

YKkpaiHa

MYPAK BIOKEM

BB

Higepna
HAW

MepepeecTpaLis Ha
HeobMeXeHWn TepMiH

He
nionsieae

UA/19252/01/01
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, Ka uKa 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
8. | HE30/IA, linezolid niHe3onig, JO1XX0 | Tabnetku, BKpUTI AAP O6'egHa | 3im JlabopaTtopi3 IHais MepepeecTpauis Ha 3a He UA/17813/01/01
8 nAiBKOBOIO PAPMA 3- Hi Nimiteq HeoBbMeXeHWI TEPMIH peyenmom nionsieae
060/10HKOI0 NO nnc Apabcbk OHOB/EHO iHhopMmaLito
600 mr, no 4 abo i B IHCTPYKLUIT Ans
10 TabneTok y Emipatun MeANYHOro
6nicTtepi, no 1 3acTocyBaHHSA
6nictepy y nikapcbKoro 3acoby y
KapTOHHiI navui po3sginax
"®apmakosioriyHi
BnacTusocTi”,
"MokazaHHa",
"Oco6nmnBOCTiI
3acTocyBaHHS",

"3acTocyBaHHA y nepiof
BariTHoOCTi abo
rogysaHHsa rpyaaro”,
"Cnoci6 3acTocyBaHHSA
Ta gosun”, "Oitn",
"MNepenosyBaHHA",
"Mo6iyHi peakui"
BigNoBigHO A0
iHhopmauii woao
MeLVYHOro
3aCTOCYyBaHHSA
pedepeHTHOro
nikapcbKoro 3acoby
(Z2YVOX 600 mg film-
coated tablets), a Takox
y po3gini "Mo6iyHi
peakuji" woao
BaXX/IMBOCTI 3BiTyBaHHsA
Npo No6iyHi peakuii.

Pe3tome nnaHy
ynpasiHHA pu3nKamu
Bepcia 1.2 fofaetbes.

MepiognyHiCTb NogaHHA
perynspHo
OHOBJ/IIOBAHOIO 3BITY 3
6e3neku, BignoBigHO A0
MopsiaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPHKEHOr0 HaKka3oMm
MiHicTepcTBa 0OXOPOHHM
300pOB’sA YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, Ka uKa 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepiognu4HoOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
9. | HOPMOJIAKT | lactulose naktynosa | AO6AD1 | cupon, 670 mr/mn My6niuHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauia Ha 6e3 nionsieae UA/18509/01/01
1 no 100 mn y 6aHu,i akujioHepHe akuioHepHe HEoOMeXeHW TEPMIH. peyenma
nonimepHiit; no 1 TOBapUCTBO TOBapUCTBO OHOB/EHO iHGhopMaLito
6aHLUi pa3om i3 "HaykoBo- "HaykoBo- B IHCTPYKLUIT Ans
[03yBa/IbHOK BMPOGHUUNI BVPOGHWYNIA MeANYHOro
JIOXKOIO B mauLli; LieHTp LieHTp 3aCTOCYBaHHSA
no 200 mny "BopLuariscb "BopLyariBcbKuii nikapcbKoro 3acoby y
hnakoHi KW Ximiko- XiMiKO- po3sginax
noniMmepHomy; no hapmaneBT hapmaLeBTUYHN "MpoTunokasaHHsa",
1 chnakoHy pa3om WNYHWIA 1 3aBoa" "Oitn" (iHdhopmavuis 3
i3 0O3yBa/IbHOK 3aBog" 6e3nekn), a Takox y

JIOXKKOI B Nauj;
no 500 mny
donakoHi
nonimepHomy; no
1 chnakoHy pa3om
i3 03yBa/IbHOIO
NIOXKKOIO B Nnauuyj

po3gaini "MobiuHi peaxuii”
LLOZI0 BaXKNNBOCTI
3BITYBaHHA NPo NobGiyHi
peakuji 3rigHo 3
MaTepianamu
peecTpaviiiHOro 4OCbe.

Pe3tome nnaHy
ynpaBiHHA pu3nKamm
Bepcia 1.2 fofaetbes.

MepiognyHiCTb NOAaHHSA
perynspHo
OHOBJ/IIOBAHOIO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 34iAcHeHHSA
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOPOHHM
300pOoB’sA YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
YKkpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakazy
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOH npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, Ka uKa 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
MiHicTepcTBa OXOpPOHU
300pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepiogn4HoOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
10. | UETPUNYK monteluka | MoHTenyk RO3DC5 | Tabnetku, BKpUTI O-p Peppi'c IHais O-p Peagi'c IHais MepepeecTpaLia Ha 3a He UA/18758/01/01
st, acty 3 NNiBKOBOO Nab6opaTtopi NabopaTtopic HeobMeXeHU TepMiH peyenmom nionsieae
combinatio | HaTpito; o6onoHkoto, no 10 c ity Nimiteq OHOBAEHO iHGhopMaLito
ns nesoweTu Tabnetoky B IHCTPYKLUIT Ans
pU3nHY 6nicTepi; no 3 MeANYHOro
avrigpoxn 6nictepu B 3acTocyBaHHSA
opug KapTOHHI KOpoo6Li niKkapcbKoro 3acoby B
posginax
"MpoTunokasaHHsa",
"Oco6nmBoCTI

3acTocyBaHHs", "Cnoci6
3acToCyBaHHA Ta fo3n"
3riHO 3 OHOB/EHOID
iHbopMmawuiero woao
6e3nekun giymnx
peyoBuH (MOHTeNyKacT,
NeBOLLETUPU3NH), a
TaKoX OHOBJIEHO
iHbopMaLito B po3gini
"Mo6iyHi peakui"
iHCTpYKLUii gns
MeAMYHOro
3acToCyBaHHs
nikapcbKoro 3acoby
LLOZI0 BaXKNNBOCTI
3BITYBaHHA NPo NobGiyHi
peakuji.

Pestome nnaHy
ynpasAiHHA pU3nKamu
Bepcia 0.4 gofaeTbes.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iicHeHHSA
thapmakoHarnsagy,
3aTBEPAKEHOIO HaKa3oM
MiHicTepcTBa OXOpPOHM
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma surnycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
nocsioYeHHs

3[,0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakazy
MiHicTepcTBa 0OXOPOHHM
340pOB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3rifHO
3i cTpokamu,
3a3HayveHumn y
nepiogNYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6esneku.

* gidnosidHo do iHghopmayii ogpiyitiHozo catimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxers (https://www.whocc.no/atc_ddd_index/)

HauvanbHuk
dapMaLeBTUYHOr0 yIpaB/IiHHA

Onexkcanap I'PINEHKO


https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJNUYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIIOJ0 AKX BYJ/IN BHECEHI
3MIHU 10 PEECTPAILIIMHNX MATEPIAJIIB, IKI BHOCATHCSA 1O JEPXKABHOI'O PEECTPY JIIKAPCBKMX
3ACObIB

Hoparok 3
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’'A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpadito)
NiKapcbKnX 3ac06iB (Megnu4Hux
iMyHOGionoriyHMx npenaparis) Ta
BHECEHHSA 3MiH 10 peecTpauiiiHnX
marepianiB»
Big 03 ysiunasa 2026 poky Ne 901

Ne Hassa MixkHapoo Hasga Koo ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n JNliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asi8HU BUPOGHUKa npoyeoypa BiOnycky aHHs** peecmpayitiHo
3acoby HerlameH | pe4yoBUHU c¢hopma, Ka 2o
moBaHa ynakoska) nocsioYeHHs
Hassa*
1. | AKOBI™ fremanezu | cpemanes | NO2CDO | po3uuH Ans TOB «TeBa | YkpaiHa BVPOGHMLTBO HimeuunHa/ BHECEHHS 3MiH 3a UA/18633/01/01
mab ymab 3 iH'ekujn, 225 YkpaiHa» nNiKapcbKoro YropwmHa/ o peyenmom
mr/1,5 mn; no 1,5 3acoby, CWA/ Nntea peecTpaujinHux
MJ1 PO34MHY B nepBuHHe marepianis:
nonepegHL0 naxkyBaHHs, 3MiHu | TNy -
HanoBHeHOMY BTOPVHHE 3MiHK 3 SKOCTi.
wnpuui; no 1 abo nakyBaHHs, A®I. KoHTposb
3 wnpvuy B KOHTPO/1b SIKOCTi Adl. 3miHa y
KapTOHHIi Kopo6Lyi nNiKapcbKoro MeTojax
3acoby: Bettep BMNPOOYBaHHSA
dapma- Adl abo
®epTiryHr Fm6X BUXiHOro
Ta Ko. KT, marepiany/npom
HimeuunHa, DKHOro
KOHTPO/Ib SKOCTi npoaykty/peare
nNikapcbKoro HTY, LWO
3acoby: BetTep BUKOPVCTOBYETb
dapma- cA 'y npoueci
®epTiryHr F'm6X BMPOGHMLITBA
Ta Ko. KT, A®| (He3HaYHi
HimeuunHa,; 3MiHW Y
KOHTPO/Ib SIKOCTI 3aTBEPAKEHNX
nikapcbKoro mMeToaax
3acoby: Bettep BUNPOOYBaHHSA)
Papwma- BeeneHHsA
®epTiryHr FTM6X [o[aTKOBUX
Ta Ko. KT, KoediljieHTiB
HimeyumnHa; po3BefeHHs Ans




22

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

KOHTPO/b IKOCTI
NiKapcbKoro
3acoby (nuwe
cuna 3cyBy Ta
cuna KoB3aHHsA
nicns
BTOPVHHOIO
nakyBaHHs):
BetTtep ®apma-
PepTiryHr FTM6X
Ta Ko. KT,
Himeyuunha;
KOHTPO/b SIKOCTI
NiKapcbKoro
3acoby
(BunpobyBaHHSA
KNITUHHOT
aKTMBHOCTI
niKkapcbKoro
3acoby): AT
PapmaLeBTUYHN
1 3aBofg TeBa,
YropLumHa;
KOHTPO/Tb SIKOCTI
niKkapcbkoro
3acoby
(uinicHicTb
cuctemu
KOHTeWHep/3aKy
NopBa/IbHUIA
3aci6 nicna
BTOPVHHOIO
nakyBaHHs):
Kypia Hbto
xepci, NN1C,
CLUA; BTOpUHHE
nakyBaHHs:
Mepkne M'v6X,
Himeyuunha;
BTOPVHHE
nakyBaHHs:
TpaHchapm
NoricTik TM6X,
HimeuunHa,;
[03BiN Ha
BUNYCK cepil:
Mepkne M'v6X,
HimeyumnHa;

nyny iHakTusawii
Bipycy (VI) Ta
MeTogukm SP
Sepharose Fast
Flow (SPFF) y
BMNPOOYBaHHI
ELISA Ha
3anmwkosi HCP
nig vac
BMpOOHULTBA Ta
npu sunycky Ad|
dpemaHesymab.
BBefeHHs 3MiH
npotarom 12
MicayiB nicns
3aTBEPAKEHHS
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
KOHTPO/b IKOCTI
NiKapcbKoro
3acoby
(BunpobyBaHHSA
KNITUHHOT
aKTUBHOCTI
niKkapcbkoro
3acoby): 3AT
Tesa banTikc,
JIntBa
2. | ASBUTPOMIUMH | azithromyc | asuTpomiy | JO1FAL MOPOLLIOK ANs HDKEHO®A Benwuka XaviHaHb Moni Kutai BHECEHHS 3MiH 3a He UA/20940/01/01
in UHY 0 pO3uunHy ons PM NTA BpuTani ®apwm Ko., 174, no peyenmom nionsi2ae
avrigpat iHcpysiii no 500 wmr; a peecTpauinHux
NOPOLLOK Y maTepianis:
CK/IAHOMY 3MiHun | TNy -
donakoHi, 3MiHV Wwoao
3aKynopeHomy 6e3nekn/ecektn
ryMOBOIO Npo6Koto BHOCTI Ta
Ta aItoMiHiEBUM hapMakoHarnag,
06TUCKHEHNM y. 3miHa y
KOBMa4koM, KOPOTKili
cnopsamKeHnm XapakTepucTui
Kpuwkoto dpnin- nNikapcbKoro
odp, wo 3acoby, TeKCTi
3abe3neuye MapKyBaHHA Ta
KOHTPO/1b IHCTpYKUii gns
nepLUoro MeAn4YHOro
BigKpUTTA, No 1 3acTocyBaHHS
hnakoHy y nauui 3 Ha nigcTasi
KapToHY perynsipHo
OHOBJ/IOBAHOIO

3BITYy 3 6e3neku
nikapcbKoro
3acoby, abo
nocnigpkeHns 3
6e3nekn
3acTocyBaHHS
nikapcbKoro
3acoby B
nicnsipeecTpadii
HWi1 nepiog, abo
AK pesynbTart
OLjiHKM 3BITY 3
[OCNIAKEHD,
npoBefeHunx
BignoBigHO A0
nnaxy
negiaTpuyHnNX




3assHUK
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Kpaina

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpauitiHa
npoyeodypa

Ymosu

Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

®Popma sunycKy
(nikapcbka
thopma,
ynakoska)

3asisBHU
Ka

nocnimpKeHb
(PIP) (amiy

nocsioYeHHs

Y3ro[pKeHo 3
KOMMNETEHTHUM
YNOBHOBaXKEHUM

opraHom) -
3MiHN BHECEHO
[0 IHCTpyKUii
ANs MeanyHoro
3acToCyBaHHS
nikapcbKkoro
3acoby go
po3sginis
"®apMaKooriyHi
BNacTWBOCTI",
"TokaszaHHs"
(BHeceHi
YTOUHEHHS),
"MpoTunokasaHH
A", "Cnoci6
3acTocyBaHHs
Ta fosun"
(BHeceHi
YTOUHEHHS),
"B3aemogis 3
iHWMNK
nNikapCbKUMmn
3acobamu Ta
iHLWIi BUAN
B3aEMogjin",
"Ocob6nnBoCTi
3acTocyBaHHs",
"3acTocyBaHHs
y nepiog
BariTHocTi a6o
rofyBaHHs
rpyaato"
(BHeCeHo
[0AaTKOBI
3acTepexeHHs),
"MoGiuHI
peakuir”,
"Mepepo3yBaHH
", "3paTHICTb
BNAMBaTV Ha
LIBUAKICTb
peakuii npu

KepyBaHHi
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
aBTOTPaHCNoOpTO
M abo iHWnMK
mexaHizmamm"
BiAgNoBigHO A0
OHOB/IEHOT
iHchopmawii 3
6e3nekn
3acToCyBaHHsA
nNikapCcbKoro
3acoby.
PekomeHgoBaHO
ao
3aTBEPAKEHHS
3MiHV A0
IHCTpYKUiT Ans
MeAn4yHOro
3acToCyBaHHsA
nNikapCcbKoro
3acoby (eCTD
Bepcin-0004).
3. | AKBAMAKC sodium HaTpito RO1AX1 | cnpeii Ha3asIbHUIA TOBAPWUCT | YkpaiHa | TOBAPWUCTBO YkpaiHa BHECEHHS 3MiH 6e3 UA/12832/02/01
chloride xnopug, 0 0,65 %, no 20 mn BO 3 3 0o peyenma
y dhnakoHax 3 OBMEXEH OBMEXXEHOIO peecTpauinHnx
KnanaHom- (e]10) BIANOBIAANBH Marepianis:
HacocoMm, BIAMOBIOA ICTHO 3MiHu | TUny -
HasasibHO NBHICTIO «KOPMOPALLIA 3MiHM 3 SKOCTi.
HacagKoto- «KOPTOPA «300POB’A», [oToBWMIA
posnuaBayeM; LA YkpaiHa (Bci nikapcbkuii
no 1 cpnakoHy B «300POB’'A cragji 3aci6. 3MiHN y
KOpOO6Lii 3 KapTOHY; » BMPOGHMLITBA, BMPOGHMWLTBI.
no 50 mn a6o no KOHTPO/Ib SIKOCTI, 3MiHa po3mipy
100 mny BUMNYCK cepil); cepii
chnakoHax 3 TOBAPUNCTBO (BK/THOYALOUM
KnanaHom- 3 AianasoH
Hacocowm, OBMEXXEHOIO po3wmipy cepii)
HasasibHOK BIANOBIOANBH roToBOrO
HacafKoro- ICTHO nikapcbkoro
po3nuaBayeM; «KOPMOPAULJIA 3acoby
no 1 dpnakoHy B «30POB'A», (36inblUeHHs g0
KOpoO6Li 3 KapTOHY; YkpaiHa (Bci 10 pasiB
no 50 mn, no 100 cragji NOPIBHSHO i3
mn abo no 150 mn BUMPOGHMLITBA, 3aTBEPMKEHNM
y 6as0Hi 3 OKpIM KOHTPO/I0 po3Mipom)
KnanaH-nakeTom, AKOCTI Ta BBEEHHSA
Hasa/lbHO BUNYCKy cepii) [0AaTKOBOTO
HacaKoto- po3mipy cepil
po3nuoBayem Ta '3 5,000 TunC.
3aXUCHUM yn. no 100 mny




Hassa

MixkHapoo

Hassa

Koo
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n/n

JliKapcbKo20
3acoby

Ha

HernameH

mosaHa
Haszsa*

diroyoi
peyosuHuU

ATX

@opma surycKy

(nikapcbka
popma,

ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep

peecmpayitiHo
20

nocsioYeHHs

KOBMaykom; no 1
6as10Hy Y KOpoo6Li
3 KapTOHY

6anoHi (500,00
N) AN ynakoBKu
no 100 mny
6as10Hi Liexy Ne
4 XL, ginbHuui
MP/1dCTaA.
Litova pepakuis
Llex Ne 4 ® XL,
OinbHUUSA
MP/1dCTtaA
Po3wmip cepii
cKnajae:
2,272 Tnc. yn.
no 20 mny
dhnakoHi abo
0,961 Tunc. yn.
no 50 mny
chnakoHi, abo
0,490 Tunc. yn.
no 100 mny
chnakoHi (50,00
ny;

2,884 tuc. yn.
no 50 mny
donakoHi (150,00
n);

15,909 tuc. yn.
no 20 mny
hnakoHi abo
6,730 TunC. yn.
no 50 mny
donakoHi, abo
3,431 tnc. yn.
no 100 mny
chnakoHi (350,00

n);
22,727 Tnc. yn.
no 20 mny
dhnakoHi abo
9,615 Tuc. yn.
no 50 mny
chnakoHi, abo
4,901 Tnc. yn.
no 100 mny
chnakoHi (500,00
n);

Llex Ne 4 ® XL,

OinbHUUSA
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

MPN®CTraA
Po3wmip cepii
cKknagae:
2,884 tuc. yn.
no 50 mny
6as10Hi abo
1,442 Tuc. yn.
no 100 mny
6asnoHi (150,00
n;

6,730 Tuc. yn.
no 50 mny
6as10Hi abo
3,365 Tunc. yn.
no 100 mny
6an0oHi, abo
2,243 Tnc. yn.
no 150 mny
6anoHi (350,00
n);

Liex Ne 5 M/10,
AinbHuua MXXK
Po3wmip cepii
cKknagae:
2,272 Tnc. yn.
no 20 mny
chnakoHi (50,00
n;

2,884 tuc. yn.
no 50 mny
6as10Hi abo
1,442 tuc. yn.
no 100 mny
6anoHi (150,00
ny;

1,333 Tuc. yn.
no 150 mny
6anoHi (200,00
n)
lMponoHoBaHa
pepakuis
Liex Ne 4 ®XL,
OinbHUUA
MP1dCraA
Po3wmip cepii
cknagae:
2,272 tnc. yn.
no 20 mny




Koo

®opma surnycky

3assHUK

28
Kpaina
3as8HU

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
Bionycky

Pexknamys
AHHST**

Homep
peecmpayitiHo
20
nocsioYeHHs

n/n

Hasga
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Hassa*

Hassa
ditoyoi
pe4dyoBsuUuHU

ATX

(nikapcbka
(pOpMa;
ynakoska)

Ka

chnakoHi abo
0,961 Tuc. yn.
no 50 mny

thnakoHi, a6o
0,490 Tunc. yn.

no 100 mny
donakoHi (50,00
ny;

2,884 Tuc. yn.
no 50 mny
chnakoHi (150,00

ny;
15,909 Tuc. yn.
no 20 mny
dhnakoHi a6o
6,730 TuC. yn.
no 50 mny
thnakoHi, a6o
3,431 Tuc. yn.
no 100 mny
chnakoHi (350,00
n;
22,727 Tuc. yn.
no 20 mny
dhnakoHi a6o
9,615 Tuc. yn.
no 50 mny
thnakoHi, a6o
4,901 tuc. yn.
no 100 mny
chnakoHi (500,0
ny;
Liex Ne 4 ®XL,
OinbHUUA
MP/I®CTaA
Po3mip cepii

cKknagae:

no 50 mny
6asoHi abo

6anoHi (150,
ny;

6anoHi ab

0

2,884 Tuc. yn.

1,442 tuc. yn.
no 100 mny

00

6,730 TuC. yn.
no 50 mny

[¢]

3,365 TvC. yn.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

no 100 mny
6aU10Hi, abo

2,243 tuc. yn.
no 150 mny

6anoHi (350,00

n);

5,000 Tuc. yn.
no 100 mny
6anoHi (500,00
n;

Liex Ne 5 Mo,
AinbH1us MXXK
Po3wmip cepii
cknajae:
2,272 tnc. yn.
no20 mMny
dnakoHi (50,00
n);

2,884 tuc. yn.
no 50 mny
6as1oHi abo
1,442 Tuc. yn.
no 100 mny
6asnoHi (150,00
n;

1,333 tuc. yn.
no 150 mny
6anoHi (200,00
n)

AKCETUH®

cefuroxim
e

Ledypoke
1M HaTpito

JO1DCO
2

NOPOLLOK A/1A
PO34nHY AnA
iH'ekuin no 0,750 T;
Ne 1, Ne 10, Ne
100 (10x10) no 1,
10 a6o no 100
h/1aKoHiIB 3
MOPOLLKOM Y
KapTOHHI Kopo6Lyi

Megokemi
nTa

Kinp

BMPOGHMLITBO 3a
MOBHUM LMK/IOM:
Megokemi
Nimiten, Kinp;

BVPOGHMLTBO
roToBOro
NiKapcbKoro
3acoby,
nepBuHHEe Ta
BTOPVIHHE
nakyBaHHs:
Mepnokemi (Pa
IcT) Kamnai
Nimiten,
B’eTHam

Kinp/
B’eTHam

BHECEHHS 3MiH
no
peecTpaviiHnx
Marepianis:
3MiHu | TNy -
3MiHM Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapMakoHarnag,
y (iHWi 3MiHN).
3MiHM BHECEHO Y
TekcT
MapKyBaHHS
nepBuHHOT (N. 2,
4) Ta BTOPUHHOI
(n. 2,8,12)
yNaKkoBKM
nikapcbKoro
3acoby.

3a
peyenmom

He
nionsizae

UA/8714/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BBefeHHs 3MiH
NpPOTArom 6-tn

MicayiB nicns
3aTBEPAKEHHS.
3Minn | Tuny -
AnMiHiCTpaTMBHI
3MiHW. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecwu
Micus
NpoBaXEHHS
LisiNIbHOCTI
BMpPOO6HUKa/iMno
pTepa rotoBoro
nNiKapcbKoro
3acoby,
BK/IHOHAK0UM
LinbHUL
BUNYyCKY cepii
abo micue
npoBefeHHs
KOHTPO/0
AKOCTI.
(misnbHicTb, 3a
AKY Bignosigae
BMPOGHMK/iIMNOp
Tep, BKYAUN
BWMYCK Cepiid)
YTOYHEHHS
agpecu
BMPOBHUYOT
OiNbHUL
Mepgokemi
Nimiteg, Kinp y
BiANoOBIgHOCTI A0
cepTtucpikaty
GMP, 6e3 3MiHn
Micus
BVPOGHMLTBA.
3MiHU BHECEHO
B po3gin
"MicuesHaxompke
HHSA BUPOGHMKa
Ta agpeca micug
NpOoBaMKEHHS
noro pisnbHocTi"
B IHCTPYKL,i1O

[NS1 MEeANYHOro
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3acTocyBaHHS
Ta K HacnifokK -
y TekcT
MapKyBaHHS
yNaKoBKM
nNikapcbKoro
3acoby.
BBefieHHs 3miH
NPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHS.
5. | AKCETUH® cefuroxim uedypokc | JOIDCO | nopoLiok gns Megokemi Kinp BMPOGHMLITBO 3a Kinp/ BHECEHHS 3MiH 3a He UA/8714/01/02
e UM HaTpito | 2 pPO3UmnHy Ana nTAa NOBHUM LMKNOM: B’eTHam 0o peyenmom nionsieae
iH'ekyinno 1,5r; Megokemi peecTpauinHnx
Ne 1, Ne 10, Ne Nimiten, Kinp; Marepianis:
100 (10x10) no 1, 3MiHu | TNy -
10 a6o no 100 BUPOBHMLTBO 3MiHM Wwoao
h/1aKoHiIB 3 roToBOro 6e3nekn/edekTn
MOPOLLKOM Y nikapcbKoro BHOCTI Ta
KapTOHHI KopooL;j 3acoby, hapMakoHarnag,
nepBuHHE Ta y (iHWi 3MiHN).
BTOPVHHE 3MiHN BHECEHO Y
nakyBaHHs: TekcT
Mepnokemi (Pa MapKyBaHHS
IcT) Kamnai nepBuHHOT (N. 2,
Nimitea, 4) Ta BTOPUHHOT
B’eTHam (n.2,8,12)
yNaKkoBKM
nikapcbKoro
3aco0y.

BBegeHHs 3MiH
NPOTArom 6-tn
MicauiB nicnsa
3aTBEPAKEHHS.
3Minn | Tuny -
AOMiHICTpaTMBHI
3MiHW. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecu
Micus
NPOBaXEHHS
LisiNIbHOCTI
BMPOBHUKa/iMno
pTepa rotoBoro
nikapcbKoro
3acoby,
BK/IHOHAK0UM
OinbHUL
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BUNYyCKY cepii
abo micue
npoBefeHHs
KOHTPO/0
AKOCTI.
(misnbHicTb, 3a
AKY Bignosigae
BMPOGHMK/iIMNOp
Tep, BKYAUN
BMMYCK Cepiid)
YTOYHEHHS
agpecu
BMPOBHUYOT
OiNbHUL
Mepgokemi
Nimiteg, Kinp y
BiANoOBIgHOCTI A0
cepTtucpikaty
GMP, 6e3 3MiHn
Micus
BVPOGHMLTBA.
3MiHU BHECEHO
B pO34in
"MicuesHaxompke
HHSA BUPOGHMKa
Ta agpeca micug
NpOoBaMKEHHS
noro pisnbHocTi"
B IHCTPYKL,i1O
AN MegnyHoro
3acTocyBaHHS
Ta K HacnifokK -
y TekcT
MapKyBaHHS
yNaKkoBKM
nNikapCcbKoro
3acoby.
BBefieHHs 3miH
NPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHS.

AKCUTUHIB-
Mini-1

axitinib

aKCUTUHIO

LO1XE1
7

TabneTku, BKpUTI
060/10HKO10, M0 1
mr, no 10
TabneTtoky
6nictepi, no 3
6nictepn y
KapTOHHI Kopobui

Mini
Xenckepe
Nimiten

Benvka
BpuTaHi
]

LUnnna Megikea
Nimiteq

IHgis

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
TeXHi4yHa
nomuska (3rigHo
Hakasy MO3 Big

3a
peyenmom

UA/20858/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

23.07.2015 Ne
460).
BunpasneHHs
TEXHIYHOT
NOMWJ/IKN 3rigHO
n.2.4. posginy VI
Hakasy MO3
Ykpainu Big,
26.08.2005p. Ne
426 (y pepaxuii
Hakasy MO3
Ykpainu Big,
23.07.2015 p Ne
460), B
cneuudikauii
MKA N3 3a
NOKa3HUKOM
«P0O34MHEHHsA
MeToaoM
BEPX», a came
B AONYCTUMUX
mexax
3a3HayveHo «He
6inbLe 80 %

(Q) i,
3a8B/1EHOI
KiNIbKOCTI
aKCUTUHIOY Mae
po3unHUTUCA 3a
30 XBUNNH»
3aMicTb
KOpeKTHoro «He
MeHLe 80 % (Q)
Bif, 3aAB/1eHOI
KiNbKOCTI
aKkCUTUHIOY Mae
pO34MHUTUCA 33
30 XBUNNH>.
3a3HayeHe
BUMpPaBeHHS
Bignosigae
marepianam
peecTpayjiiiHoro
nocbe (po3gain
3.2.P5.1.
Cneuudikauis)
Ta 3arasibHUM
BUMOram
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
HOPMYyBaHHA [0
NnoKa3HuKa
«PO34YMHEHHS».
7. | AKCUTUHIB- axitinib aKCUTUHIO LO1XE1l | Ttabnetku, BKpUTI Mini Benuka Lnnna Megikea IHais BHECEHHS 3MiH 3a UA/20858/01/02
Mini-5 7 060/10HKOI0, M0 5 Xenckepe BpuTaHi Nimiteq 0o peuyenmom
mr, no 14 Nimiteq A peecTpauiiHux
Tabnetoky mMaTtepianis:
6nictepi, no 4 TEeXHi4YHa
6nictepay nomwuska (3rigHo

KapTOHHIi Kopo6Lyi

Haka3y MO3 Big
23.07.2015 Ne
460).
BunpasneHHs
TEXHIYHOT
NOMW/IKN 3rigHO
n.2.4. posginy VI
Hakasy MO3
Ykpainu Big,
26.08.2005p. Ne
426 (y pepakuii
Hakasy MO3
Ykpainu Big,
23.07.2015 p Ne
460), B
cneuudikawii
MKA N3 3a
MOKa3HUKOM
«Po3unHeHHs
MeToAoM
BEPX», a came
B [JONYCTUMUX
Mexax
3a3Ha4vyeHo «He
6inbLwe 80 %

Q) sig
3asB/1E€HOI
KiNbKOCTI
aKCUTUHIOY Mae
po3unHUTUCA 38
30 XBUNUH»
3amicTb
KOpekTHoro «He
MeHLe 80 % (Q)
Bif 3asBneHOl
KiNIbKOCTI
aKCUTUHIOY Mae
po3unHUTUCS 3a
30 XBUJIUH».
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3a3HayeHe
BUMPaB/eHHS
Bignosigae
mMartepianam
peecTpavujiiHoro
pocbe (po3gin
3.2.P.5.1.
Cneuudikadlist)
Ta 3araslbHUM
BMMOram
HOPMYyBaHHS [0
nokKasHuka
«PO34YNHEHHS».
8. | ANIOTEHAVH Bisoprolol 6iconpono | CO7FBO | Ttabnetkn no 5 3AT Yropwm 3AT YropwmHa BHECEHHS 3MiH 3a He UA/11609/01/01
and ny 7 mr/5 wmr, no 7 dapmaneBT Ha dapmaleBTUYHU no peyenmom nionsi2ae
amlodipine | dymapar, Tabnetoky WNYHWIA 3aBOL, 1 3aBog ETIC peecTpauinHux
amnoguniH 6nicTepi; no 4 abo ETIC MaTepianis:
y becunar 8 bnicTepiB y 3Mminu | TNy -
KapTOHHil 3MiHV Wwoao
ynakosLi; no 10 6e3nekn/ecektn
TabneTtoky BHOCTI Ta
6nictepi; no 3 abo thapMakoHarnag,
9 6nicTepiB y y. 3MiHa y
KapTOHHil KOPOTKili
ynakoBLj XapakTepucTuui

nikapcbKoro
3acoby, TeKCTi
MapKyBaHHS Ta
IHCTpYKUii gns
MeAn4yHOro
3acTocyBaHHS
Ha nigcTasi
perynsipHo
OHOBJ/IOBAHOIO
3BITYy 3 6e3neku
nikapcbKoro
3acoby, abo
nocnigpkeHns 3
6e3nekn
3acTocyBaHHs
nikapcbKoro
3acoby B
nicnsipeecTpadii
HWi1 nepiog, abo
AK pesynbTart
OLjiHKM 3BITY 3
[OCNIAKEHD,
npoBeAeHUX
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Kpaina

PeecmpayjitiHa

Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

Kpaina
3asa8HU
Ka

Bupo6Huk

BUPOGHUKa

Bionycky

npoyedypa

BifNoBigHO [0

aHHS**

peecmpayitiHo
20
nocsioYeHHs

nnaxy
negiatpuyHmX
[ocnimpKeHb
(PIP) (3miny
Y3rO[PKEHO 3
KOMMETEHTHUM
YNOBHOBaXXEHNUM
opraHom). 3MmiHn
BHECeHO A0
IHCTPYKUiT Ans
MeJIM4HOro
3aCcTOCyBaHHs
nikapcbKkoro
3acoby go
posginy
"Mepepo3ysaHH
s1" BiANOBIgHO A0
OHOB/IEHOT
iHchopmallii 3
6e3nekn
3aCcTOCyBaHHs
NiKapcbKoro
3acoby. TepMiH
BBEJEHHSA 3MiH
npotarom 6
MicauUiB micns
3aTBEPKEHHS.
3MiHu | TUny -
3MiHM Wwoao
6e3nekn/ecexTn
BHOCTI Ta
thapmakoHarnag,
y (iHLWi 3MiHW).
3MiHU BHECEHO
[0 IHCTPYKUT
[NA MeauuHoro
3aCcTOCyBaHHsA
niKapcbKoro
3acoby fo
po3gainy "Mo6iuHi
peaxuii” woao
HeobxiaHoCTi
nosigomMNAaTH
npo BUNaKu
nifo3poBaHnX
no6iYHNX

peakLiii. TepmiH




3assHUK

37
Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

®Popma sunycKy
(nikapcbka
thopma,
ynakoska)

3asisBHU
Ka

BUPOGHUKa

BBEAEHHS 3MiH
npoTsirom 6

nocsioyeHHs1

MicayiB nicns
3aTBEPIKEHHS.
3MiHu | TUny -
3MiHn Wwopo
6e3nekn/ecexTu
BHOCTI Ta
thapmakoHarnsg,
y (iHLWi 3MiHW).
3MiHM BHECEHO
10 IHCTpyKL;i
ANns MeauyHoro
3aCcTOCYyBaHHSA
nikapCcbKoro
3acoby fo
po3ainis
"®apmakonorivHi
B/1AcTMBOCTI",
"MpoTunokasaHH
s", "Cnoci6
3acToCcyBaHHs
Ta fosn',
"B3aemogis 3
iHWMNK
niKkapcbkumu
3acobamu Ta
iHLWIi BUAN
B3aemofiin",
"Oco6nMnBOCTiI
3acTocyBaHHs",
"3actocyBaHHA
y nepiog,
BariTHoOCTi abo
roflyBaHHs
rpyaa”
(BHeceHO
[0[aTKOBI
3acTepexeHHs
wono
thepTunbHOCTI),
"Mepepo3yBaHH
1", "Mo6iuHi
peaKLti'l"', "p'iTI/I"
BiNOBIAHO [0
OHOBJIEHOI
iHchopmauii 3

6e3nekn
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
nikapcbkoro
3acoby. TepmiH

BBEEHHS 3MiH
npotarom 6
MicauiB nicns
3aTBEPKEHHS.
3MiHu | TNy -
3MiHM Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapMakoHarnag,
y. 3MiHN Y
TepaneBTUYHUX
nokasaHHsX
(Bny4eHHs
TepaneBTUYHOro
nokasaHHs).
3MiHV BHECEHO
00 IHCTPYKLUT
ANs MegnyHoro
3acToCyBaHHSA
nikapcbKkoro
3acoby fo
po3sginy
"MMoka3aHHA"
BiANOBIAHO A0
OHOB/IEHOT
iHbopmauii 3
6e3nekn
3acToCyBaHHSA
nikapcbKkoro
3acoby. TepmiH
BBEJEHHS 3MiH-
NpoOTArom 6-Tn
MicauiB nicns
3aTBEPAKEHHS.
3MiHu | TNy -
AfMiHiCTpaTMBHI
3MiHN. 3miHa
Koay ATX. 3MiHun
BHECEHO [0
IHCTpYKUIii gns
MeAn4yHOro
3acToCyBaHHsA
nNikapcbKoro
3acoby fo
posgainy

"PapmakoTtepan
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

eBuYHa rpyna.
Kopg ATX."
(3aTBEpAXKEHO:
CenekTusHi f3-
6nokatopu Ta
iHLWi
rinOTEeH3UBHI
3acobu. Kog,
ATX CO07 FB.
3anponoHOBaHO:
[B-6nokatopu,
iHLWI KOMOGIHaL,i.
[B-6nokatopu Ta
6nokatopu
KasTbLLIEBMX
KaHanis.
Biconponon ta
amnoauniH. Kog,
ATX CO7F B07.)
BiANOBIAHO A0
MiXXHapo4HOro
Knacudikatopa
BOO3. TepmiH
BBEJEHHS 3MiH-
NpoOTArom 6-tn
MicauiB nicns
3aTBEPKEHHS.

ANOTEHAVH

Bisoprolol
and
amlodipine

6iconpono
ny
hymapar,
amnoauniH
y 6ecunart

CO7FBO
7

Tabnetku no 10
mr/10 mr, no 7
TabneTtoky
6nictepi; no 4 abo
8 6nictepiB y
KapTOHHil
ynakosLi; no 10
Tabnetoky
6nicTepi; no 3 abo
9 6nicTepiB y
KapTOHHIf
yrakoBLi

3AT
PapmavnesT
WNYHUIA 3aBO[,

Eric

YropLum
Ha

3AT
dapmaveBTUYHN
i 3aBog ElIC

YropLmHa

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHM Wwoao
6e3nekn/ecektu
BHOCTI Ta
thapmakoHarnsg,
y. 3miHa y
KOPOTKil
XapakTepucTui
nikapcbKkoro
3acoby, TekcTi
MapKyBaHHS Ta
IHCTpYKLUIiT Ans
MeNYHOro
3acTocyBaHHSA
Ha nigcTasi
perynspHo
OHOBJ/I0BAHOIO

3a
peyenmom

He
niossieae

UA/11609/01/02




3assHUK
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Kpaina

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

®Popma sunycKy
(nikapcbka
thopma,
ynakoska)

3asisBHU
Ka

3BiTYy 3 6e3neku
nikapcbKoro

nocsioYeHHs

3acoby, abo
JocnigpKeHb 3
6e3nekn
3acToCyBaHHs
nikapcbKkoro
3acoby B
nicnapeecTpaujii
HuiA nepiog, a6o
SIK pe3ynbtar
OLiHKM 3BITY 3
[ocnigKeHb,
npoBefeHnx
BiANOBiAHO A0
nnaHy
negiaTpUyHNX
focnigpxeHs
(PIP) (3miny
Y3roKEHO 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom). 3miHu
BHECEHO A0
iHCTpYKUIi Ans
MeLMNYHOro
3acToCyBaHHs
nikapcbkoro
3acoby fo
po3ainy
"MepenosyBaHH
A" BiANOBIAHO [0
OHOB/IEHOT
iHchopmauii 3
6e3nekn
3acToCcyBaHHA
nikapcbkoro
3aco6y. TepMiH
BBEEHHS 3MiH
npotvarom 6
Micauis nicnsa
3aTBEPIKEHHS.
3MiHu | TNy -
3MiHn Wwopo

BHOCTI Ta

6e3neku/echekTn

thapmakoHarnsag,

Y (iHLWi 3MiHK).
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3MiHV BHEeceHo
[0 iHCTPYKUT
AN MegnyHoro
3acTocyBaHHS
nikapcbKoro
3acoby go
po3gainy "Mo6iyHi
peakuji" Lwoao
HEeoO6XiAHOCTI
noBiZOMNATU
npo BUNaaKu
nigo3proBaHnX
noGiYHMX
peakuiii. TepmiH
BBEEHHS 3MiH
npotarom 6
MicauiB nicns
3aTBEPKEHHS.
3MiHu | TNy -
3MiHu Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapMakoHarnag,
y (iHWi 3MiHN).
3MiHV BHEeceHo
[0 IHCTPyKUiT
AN MegnvHoro
3acTocyBaHHS
nikapcbKoro
3acoby go
posginis
"®apMaKoorivHi
B/1ACTMBOCTI",
"TpoTunokasaHH
A", "Cnoci6
3acToCyBaHHSA
Ta fosu",
"B3aemogisi 3
iHWMK
niKkapcbkumu
3acobamu Ta
iHWi BUAN
B3aemogiin",
"OcobnmBocCTi
3aCToCyBaHHA",
"3acTocyBaHHA
y nepiog
BariTHocTi abo




n/n

Hasga
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH

Hasga
diroyoi

Koo
ATX

®opma surnycky
(nikapcbka

3asasHUK

42
Kpaina

Bupo6Huk

Kpaina

mosaHa
Haszsa*

pe4dyoBsuUuHU

chopma,
ynakoska)

3asisBHU
Ka

BUPOOGHUKa

PeecmpayjitiHa

npoyedypa

rogyBaHHA

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3acoby. TepMiH
BBEJEHHS 3MiH-

rpyaAt”
(BHECEHO
[04aTKOBI
3acTepexeHHs
oao
hepTUALHOCTI),
"Mepeso3yBaHH
51", "Mo6iuHi
peakuii”, "4itn"
BiAMNoOBigHO A0
OHOBJIEHOI
iHGpopmalLlii 3
6e3nekn
nNiKapcbKoro
3aco6y. TepMiH
BBEJEHHS 3MiH
npoTsArom 6
Micauis nicnsa
3aTBepKeHHS.
3Mminu | TUny -
3miHn woao
6e3nekn/edhekTn
BHOCTi Ta
thapmakoHarnag,
y. 3MiHN Y
TepaneBTUYHUX
nokasaHHsIX
(BUNYyYeHHs
TepaneBTUYHOTO
nokKasaHHs).
3MiHU BHECEHO
[0 iHCTPYKU,T
Onsa meguyHoro
3acTOCyBaHHsI
nNikapCcbKoro
3acoby fo
po3ainy
"INoka3aHHsA"
BignoBigHO A0
OHOBJ/IEHOT
iHchopmauji 3
6e3nekn
3acTOCyBaHHsI
nNikapcbKoro

npoTArom 6-tn
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

Micauis nicnsa
3aTBEPKEHHS.
3Mminu | TUny -
AAMiHICTpaTUBHI
3MiHW. 3MiHa
kogy ATX. 3miHn
BHECEHO A0
IHCTpYKUiT ans
MeAn4YHOro
3acTocyBaHHs
nikapcbKoro
3acoby go
posgainy
"PapmakoTtepan
eBuYHa rpyna.
Kog ATX."
(3aTBEpPAXKEHO:
CenekTuBHi -
6nokatopu Ta
iHLWI
riNOTEH3MBHI
3aco6u. Kog
ATX CO07 FB.
3anpornoHoBaHo:
[B-6nokatopu,
iHLLI KOMOGIHaUT.
[B-6nokaTopu Ta
6nokaropu
KanbLjieBNX
KaHanis.
Biconponon ta
amnoaunid. Kog
ATX CO7F B07.)
BignoBigHO A0
MiXHapOAHOro
knacudcpikatopa
BOO3. TepmiH
BBE/i€HHS 3MiH-
NPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHS.

10.

ANOTEHAWH

Bisoprolol
and
amlodipine

6iconposno
ny
thymapar,
amnoguniH
y 6ecunat

CO7FBO
7

Tabnetkn no 5
Mmr/10 mr, no 7
Tabnetoky
6nicTepi; no 4 abo
8 6nictepiB y
KapTOHHIf
ynakosLi; no 10

3AT
dapmavesT
NYHWIA 3aBOS,

ErIiC

YropLm
Ha

3AT
dapmMaLeBTUYHN
1 3aBog ElC

YropuwmHa

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHu | TNy -
3MiHM Wwoao
6e3nekn/ecektu

3a
peyenmom

He
nionsizae

UA/11609/01/03
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
TabneToky BHOCTI Ta
6nicTepi; no 3 abo thapmakoHarnag,
9 6nicTepiB y y. 3miHa y
KapTOHHii KOPOTKili
ynakoBLi XapakrtepucTumui

nNikapcbKoro
3acoby, TEKCTi
MapKyBaHHS Ta
IHCTpYKUIii gns
MeAn4yHOro
3acToCyBaHHS
Ha nigcTasi
perynsipHo
OHOBJ/IOBAHOIO
3BITYy 3 6e3nekn
nikapcbkoro
3acoby, abo
[ocnigpkeHb 3
6e3nekn
3acToCyBaHHS
nNiKapcbKoro
3acoby B
nicnspeecTpavii
HWi1 nepiog, abo
AK pesynbTart
OLiHKY 3BITY 3
[OCNiAKEHD,
npoBeAeHunx
BiANOBIAHO A0
nnaxy
negiaTpuyHmnX
LocnimpkeHb
(PIP) (3miHy
Y3ro[pKeHO 3
KOMNETEHTHUM
YNOBHOBaXEHUM
opraHom). 3miHu
BHECEHO 10
IHCTpyKUii gns
MeAnYHOro
3acTOCyBaHHSA
nNikapcbKoro
3acoby fo
posgainy
"Mepepno3yBaHH
A" BiANOBIAHO 80
OHOB/IEHOT
iHdbopmawii 3
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
6e3nekn
3acToCyBaHHsA

nNiKapcbKoro
3acoby. TepmiH
BBE/lEHHS 3MiH
npoTArom 6
Micauis nicnsa
3aTBEPKEHHS.
3Mminu | Tuny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnag,
y (iHWi 3MiHW).
3MiHV BHECEHO
00 IHCTPYKLUT
ANs MegnyHoro
3acToCyBaHHS
nikapcbkoro
3acoby fo
po3gainy "Mo6iyHi
peaxkuii” woao
Heo6XiAHOCTI
NnoBigOMNSATH
npo BUNagKu
nigo3proBaHnx
no6iYHNX
peakuiit. TepmiH
BBE/lEHHS 3MiH
npoTArom 6
Micauis nicnsa
3aTBEPKEHHS.
3Mminu | Tuny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapmMakoHarnag,
y (iHWi 3MiHW).
3MiHV BHECEHO
00 IHCTpyKUji
ANs MegnyHoro
3acToCyBaHHSA
nikapcbkoro
3acoby fo
po3ginis
"®apMaKkoorivHi
B/1acTMBOCTI",
"[NpoTunokasaHH
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
a", "Cnoci6
3acToCyBaHHsA
Ta [osn”,
"B3aemogis 3
iHWMNK

nNikapCbKUMmn
3acobamu Ta
iHLWIi BUAN
B3aemMogijin",
"Oco6nmnBOCTI
3acToCyBaHHA",
"3acTocyBaHHs
y nepiog
BariTHoCTi abo
rofyBaHHs
rpyaa”
(BHeceHo
[04aTKOBI
3acTepeXeHHs
o0
dhepTunbHOCTI),
"Mepepo3syBaHH
", "Mo6iyHi
peakuii”, "Oitn"
BigNoBigHO A0
OHOB/IEHOT
iHchopmawii 3
6e3nekn
nikapcbKoro
3aco6y. TepmiH
BBEAEHHS 3MiH
npoTsArom 6
MicayiB nicns
3aTBEPAKEHHS.
3Minn | Tuny -
3MiHM Wwoao
6e3nekn/ecexTn
BHOCTI Ta
thapmakoHarnag,
y. 3MiHN Y
TepaneBTUYHUX
NOKa3aHHsIX
(BUNyyeHHs
TepaneBTUYHOIO
nokasaHHs).
3MiHU BHECEHO
[0 iHCTPYKUT

[NS1 MEeANYHOro
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PeecmpayjitiHa

Peknamys

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

npoyedypa

3acTocyBaHHA

Bionycky

aHHS**

peecmpayitiHo
20
nocsioYeHHs

NiKapcbKoro
3acoby go
posginy
"Moka3aHHA"
BiNOBIAHO [0
OHOB/IEHOT
iHchopmallii 3
6e3nekn
3acTocyBaHHs
NiKapcbKoro
3aco6y. TepmiH
BBE/leHHS 3MiH-
npoTArom 6-Tu
MicauUiB micns
3aTBEPAKEHHS.
3MiHu | TUny -
ALMIHICTPATMBHI
3MiHW. 3MiHa
Koy ATX. 3MiHun
BHECEHO 0
IHCTPYKUiT ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro
3acoby fo
po3sginy
"®apmakoTepan
eBUYHa rpyna.
Kog ATX."
(3aTBeEpmXeHo:
CenekTusHi 3-
6nokaTopu Ta
iHLLI
riNOTEH3UBHI
3acobu. Kog,
ATX CO07 FB.
3anponoHOBaHO:
B-6nokatopu,
iHLWI KOMGiHaUi.
[B-6nokatopu Ta
6nokaTopu
KasibLieBUX
KaHani..
Biconponon ta
amnoaunid. Kog
ATX CO7F B07.)
BiiNOBIAHO [0
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
MiXHapoaHoro
Knacudikatopa
BOO3. TepmiH
BBEJEHHS 3MiH-
NpPOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS.
11. | AIOTEHAVH Bisoprolol 6iconpono | CO7FBO | Ttabnetku no 10 3AT Yropwm 3AT YropwmHa BHECEHHS 3MiH 3a He UA/11609/01/04
and ny 7 mr/5 wmr, no 7 dapmaneBT Ha dapmaleBTUYHU no peyenmom nionsi2ae
amlodipine | dymapar, Tabnetoky NYHWIA 3aBO, 1 3aBog ETIC peecTpauinHux
amnoguniH 6nicTepi; no 4 abo ETIC MaTepianis:
y becunar 8 bnicTepiB y 3Minu | TUny -
KapTOHHil 3MiHV Wwoao
ynakosLi; no 10 6e3nekn/ecektn
TabneTtoky BHOCTI Ta
6nictepi; no 3 abo thapMakoHarnag,
9 6nicTepiB y y. 3MiHa y
KapTOHHil KOPOTKili
ynakoBLi XapakTepucTuui

nNikapcbKoro
3acoby, TeKCTi
MapKyBaHHA Ta
IHCTpYKUii gns
MeAnYHOro
3acTocyBaHHs
Ha nigcTasi
perynsipHo
OHOBJ/IOBAHOIO
3BITYy 3 6e3neku
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3nekn
3acTocyBaHHs
nikapcbKoro
3acoby B
nicnsipeecTpadii
HWi1 nepiog, abo
AK pesynbTart
OLjiHKM 3BITY 3
LOCNIAKEHD,
npoBefeHunx
BignoBigHO A0
nnaxy
negjaTpuyHmx
nocnimkeHsb
(PIP) (3miHy
Y3rOKEHO 3
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Howmep

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiiiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

peecmpayitiHo
20
nocgioyeHHs

Haszsa*

KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom). 3miHu
BHECEHO A0
IHCTPYKUIT Ans
MeAn4YHOro
3acTocyBaHHS
nNikapcbKoro
3acoby go
posginy
"Mepepo3ysaHH
s" BignoBigHO Ao
OHOB/IEHOT
iHchopmawii 3
6e3nekn
3acTocyBaHHS
nikapcbKoro
3aco6y. TepmiH
BBE/leHHS 3MiH
npotarom 6
MicayiB nicns
3aTBEPAKEHHS.
3MiHu | TUny -
3MiHM Wwoao
6e3nekn/ecexTu
BHOCTI Ta
thapmakoHarnag,
y (iHLWi 3MiHW).
3MiHU BHECEHO
[0 iHCTPYKU,T
AN Megn4Horo
3acTOCyBaHHSA
NiKapCcbKoro
3acoby fo
po3gainy "Mo6iuHi
peakuji" woao
HeobxiaHoCTi
nosigomMNAaTH
npo BUNagKu
nifo3poBaHnX
no6iYHMX
peakuiii. TepmiH
BBE/leHHS 3MiH
npotarom 6
MicayiB nicns
3aTBEPAKEHHS.
3MiHu | TUny -

3MiHM Woao
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
6e3nekn/ecexTn
BHOCTI Ta
thapmakoHarnag,

y (iHLWi 3MiHW).
3MiHV BHECEHO
80 IHCTpyKuUil
AN Megn4Horo
3acTOCyBaHHSA
nNikapCcbKoro
3acoby fo
po3ginis
"®apmakonorivHi
BnacTusocTi”,
"MpoTmnokasaHH
A", "Cnoci6
3acTocyBaHHS
Ta gosun",
"B3aemogis 3
HLWMMK
nNiKkapcbkumu
3acobamu Ta
iHLWIi BUAN
B3aemogiit",
"Oco6nuBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHA
y nepiog
BariTHocTi abo
rofyBaHHs
rpyaai”
(BHECEHO
[04aTKOBI
3acTepexeHHs
oo
hepTunbHOCTI),
"Mepepno3yBaHH
5", "Mo6iyHi
peakuii”, "Oitn"
BigNoBigHO A0
OHOBJ/IEHOT
iHchopmawii 3
6e3nekn
nikapcbkoro
3acoby. TepmiH
BBEEHHS 3MiH
npotarom 6
MicauiB nicns
3aTBEPAKEHHS.
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KpaiHa

PeecmpayjitiHa

Ymosu

Peknamys

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

BUPOGHUKa

npoyedypa

3MiHu | TNy -

Bionycky

aHHS**

peecmpayitiHo
20
nocsioYeHHs

3MiHu Wwoao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. 3MiHN Y
TepaneBTUYHUX
NOKa3aHHsIX
(BUNYYEHHA
TepaneBTUYHOro
MOKa3aHHS).
3MiHV BHECEHO
00 IHCTPYKLUT
N9 MeauuHoro
3acToCyBaHHSA
nikapcbKoro
3acoby fo
po3sginy
"MMoka3aHHA"
BiNOBigHO [0
OHOB/IEHOT
iHchopmauii 3
6e3nekn
3acToCyBaHHSA
nikapcbKoro
3acoby. TepMmiH
BBEJEHHSA 3MiH-
npoTArom 6-Tn
micauis nicns
3aTBEPKEHHS.
3Minn | Tuny -
AAMiHICTpaTUBHI
3MiHN. 3MiHa
Kofly ATX. 3MiHu
BHECEHO 10
iHCTpYKUiT Ans
MeAn4yHOro
3acToCyBaHHS
niKapcbKoro
3acoby fo
posgainy

eBuyHa rpyna.

Kog ATX."
(3aTBEPAXEHO:
CenekTuBHi B-
6nokatopu Ta

"®apmakoTepan

iHLWI
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

rinOTEeH3MBHI
3acobu. Kog,
ATX CO07 FB.
3anponoHOBaHO:
[B-6nokatopu,
iHLWI KOMOGIHaL,i.
[B-6nokatopu Ta
6nokatopu
KasTbLLIEBMX
KaHani..
Biconponon ta
amnoauniH. Kog,
ATX CO7F B07.)
BiANOBIAHO A0
MiXXHapOo4HOro
Knacudikatopa
BOO3. TepmiH
BBEJEHHS 3MiH-
NpoOTArom 6-Tn
MicauiB nicns
3aTBEPAKEHHS.

12.

AHIL.HET®
NbOAAHUKN

flurbiprofe
n

thnyp6inp
odheH

RO2AX0
1

NbOAAHNKN NO
8,75 wmr; no 12
NbOASAHUKIB Y
6nictepi, no 2
6nictepa B
KapTOHHI nayui

TOB
"IHPAPMA
Tpenginr"

Nartsiiic
bka
Pecny6n
ika

no3I'c
OAPMACEYTIK
ANC C.N.,
IcnaHis;

Mwepwe6bopcT
BO
MpogaykuiiHo-
XaHpg/iboBe
«EBA» C.A.,
MonbLla

IcnaHis/
Monbwa

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOGHULTBI.
3amiHa abo
BBEEHHS
[0[aTKOBOT
OinbHWL
BMPOGHMLITBA
ONSA YacTUHK
abo BCbOro
BMPOGHNYOTO
npouecy
roToBOro
nikapcbKoro
3acoby
(ainbHUUA ana
BTOPVHHOTO
nakyBaHHs)
BBEJEHHS
[,04aTKOBOT

6e3
peyenma

nionsiecae

UA/19961/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

OinbHUUI oNs
BTOPVHHOTO
nakyBaHHS

roToBOro
nikapcbKoro
3acoby —
Mweawe6bopcT
B0 MpoAykKujiiHo-
XaHg/iboBe
«EBA» C.A.,
Monbua.
BBegeHHs 3MiH
NpoOTArom 6-tn
MicauiB nicns
3aTBEPKEHHS.
3MiHu | TNy -
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. 3MiHN Y

BMPOGHWLTBI.
3awmiHa abo
BBEJEHHS
[,04aTKOBOT

LinbHUU

BMPOGHMLITBA

AN YacTUHN
abo BCcbOro

BMPOGHNYOTO

npouecy
roToBOro
nikapcbKoro
3acoby
(ginbHUUA ons

NepBMHHOIO
nakyBaHHs)
BBEEHHS

[o4aTKoBOT

OinbHUL gNs

NepBMHHOIO
nakyBaHHS
roToBOro

nikapcbkoro
3acoby —

Mweawe6bopcT

B0 MNpoayKuiiHo-
XaHfanoose
«EBA» C.A.,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
MNonbLa.

BBefeHHs 3miH
NPOTArom 6-Tn
Micauis nicnsa
3aTBEPIKEHHS.
3Mminu | Tuny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3MiHM Yy
BMPOGHULITBI.
3amina abo
BBEEHHS
[o4aTKoBOT
LinbHUL
BMPOGHMLITBA
[ONS YacTUHK
abo BCbOro
BMPOGHNYOTO
npouecy
roToBOro
nikapcbKkoro
3acoby
(@inbHULSA, HA
AKiN
npoBOAATLCA
6yab-AKi
BMPOGHUYI
cTagji, 3a
BUHATKOM
BUMNYCKY CepiiA,
KOHTPO/0
AKOCTI,
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHs, Ans
HecTepuIbHMUX
NiKapCbKMX
3aco6iB)
BBEEHHS
[o4aTKoBOT
OinbHUL, Wo
Bignosigae 3a
BMPOGHMLTBO
roToBOro
nikapcbKkoro
3acoby —
MweplebbopcT
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

B0 MNpoayKuiiHo-
XaHfanoose
«EBA» C.A.,

MNonbLa.
BBefeHHs 3miH
NPOTArom 6-Tn

Micauis nicnsa
3aTBEPKEHHS.
3Mminu | Tuny -

3MiHM 3 SKOCTi.

FoToBwiA

nikapcbknii
3aci6. 3MiHN Yy
BMPOGHULITBI.
3miHa
iMnopTepa/amiHn

, LL|O CTOCYOTbCA

BWMYCKy cepii Ta

KOHTPO/IHO AKOCTI

roToBOro

nNiKapcbKoro
3acoby (3amiHa
ab0 fofaBaHHA
BMPOGHMKa, WO

Bignosigae 3a

BBE3EHHS
Ta/abo BMMNyCK

cepii) -
Bkntoyatoumn
KOHTPO/b/BMNPO
6yBaHHS cepii -
BBEJEHHS
[,04aTKOBOT
LinbHUU
BMPOGHMLTBA,
BigNoBigasIbHOI
3a BBE3EHHA Ta
BUMYCK Cepii,

BK/IHOHAI0UM

KOHTPO/L/BMNPO
6yBaHHs cepii
roToBOro
nikapcbkoro
3acoby —
Mweawe6bopcT
B0 MNpoayKuiiHo-
XaHfanoose

«EBA» C.A.,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

Monbwa. 3miHn
BHECEHO B
IHCTpyKLUilo Ans
MeAn4yHOro
3acTOCyBaHHS
nNikapcbKoro
3acoby y
posginu
"BMpOGHMK",
"MicuesHaxomke
HHS BUPOGHMKa
Ta iioro agpeca
Micus
NpOoBaKEHHS
OisinbHOCTI" 3
BigNoBigHUMYN
3MiHaMu B TEKCTi
MapKyBaHHS
yNakoBOK
nikapcbKoro
3aco0y.
BBefeHHs 3MiH
NpPOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS
3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHULTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nNikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, Lo
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nNikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPO6HMLTBA)
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep

peecmpayitiHo
20

nocsioYeHHs

KOpUryBaHHs
po6oyoi
Temneparypm
06nagHaHHA B
3B'A3KY 3
BBE/IEHHAM
[oaaTkoBol
BMPOGHUYOT
OinsHKN Ans
roToBOro
nikapcbKoro
3acoby -
Mweawe6bopcT
B0 lMpogaykuiliHo-
XaHg/iboBe
«EBA» C.A.,
Monbla ta
BUJTYYEHHAM
[0NOMIKHOT
peyoBuHN
makporosn 300 3i
cKknafly rotoBoro
nNikapcbKoro
3aco0y.
3arBepaKeHo:
Cooking
temperature:
135°C + 2°C;
Cooling
temperature:
120°C.

Cooking
temperature:
159°C + 1°C;

Cooling
temperature:

126°C.
BBegeHHs 3MiH
NpoTArom 6-tn
MicauiB nicns

3MiHu | TNy -
3MiHM 3 SIKOCTI.
[oToBwMIA
nikapcbkuii
3aci6. 3MiHn y

BUPOGHMUTBI.

3anpornoHoBaHo:

3aTBeppKEeHHA.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

3MiHW y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKkoro
3acoby,
BK/IHOHAI0UM
NPOMKHUIA
NpoOAYKT, L0
3aCTOCOBYETLCA
npu
BMUPOGHULITBI
roToBOro
nikapcbkoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOGHMLITBA)
3MiHa nopsaKy
[0AaBaHHSA
L0NOMDKHUX
PeyoBVH B
3B'A3KY 3
BUTYYEHHAM
[LOMOMDKHOT
peyoBVHN
makporon 300 3i
cKnafly rotoBoro
nikapcbkoro
3acoby.
3arBepaKeHo:
Premix
incorporation:
Add the
components
after vacuum in
two cycles: 1.
Flurbiprofen +
Macrogol (PEG
300), Flavours
(Peppermint oil
+Honey flavour
+ lemon flavour).
3anponoHoBaHo:
Premix
incorporation:
Add the
components
during stirring: 1.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

Flurbiprofen
(solid); 2.
Peppermint oil;
3. Honey
flavour; 4.
Lemon flavour
Applied the
vacuum after
addition of
components).
BeefeHHs 3miH
NPOTArom 6-Tn
Micauis nicns
3aTBEPIKEHHS.
3miHu | Tuny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3miHn y
BMPOGHULITBI.
3MiHn y npoueci
BMPOGHMLITBA
roToBOro
nNikapcbKoro
3acoby,
BK/IOYAKOUM
NPOMKHUIA
NPOAYKT, WO
3aCTOCOBYETLCA
npv
BMPOOHULITBI
roToBOro
nNikapcbKoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOOHMLTBA)
CKOPOYEHHSA
yacy
3aMmillyBaHHA B
3B'A3KY 3
BUJTYYEHHAM
[LOMOMDKHOT
peyoBUHN
Makporosn 300 3i
cknagy rotoBoro
nikapcbKoro
3acoby.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3arBepaKeHo:

Kneading step:
Mixing time 210
minutes
3anponoHoBaHo:
Kneading step:
Mixing time = 6
minutes
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPKEHHS.
3MiHu | THny -
3MiHu 3 aKOCTi.
[oToBwiA
nikapcbkuii
3aci6. 3miHn y
BMPOGHWLTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKkoro
3acoby,
BK/IHOHAI0UM
NPOMKHUIA
NPOAYKT, Lo
3aCTOCOBYETLCA
npu
BMUPOGHULITBI
roToBOro
nikapcbKkoro
3acoby
(He3HayHa 3miHa
y npoveci
BMPOGHMLITBA)
BU/TYYEHHS
eTany
nonepegHLoro
3MilLyBaHHA Y
3B'A3KY 3
BUTYYEHHAM
[LOMOMDKHOT
peyoBVHN
makporon 300 3i
cKnafly rotoBoro
nikapcbKkoro
3acoby.

BBegeHHs 3MiH
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
NpoTArom 6-tn

MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | THny -
3MiHu 3 aKOCTi.
[oToBwiA
nikapcbkuii
3aci6. 3miHn y
BMPOGHWLTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbkoro
3acoby,
BK/IHOHAI0UM
NPOMKHUIA
NPOAYKT, WO
3aCTOCOBYETLCSA
npu
BMPOGHULITBI
roToBOro
nikapcbKkoro
3acoby
(He3HayHa 3miHa
y npoveci
BMPOGHMLITBA)
BUKOPUCTaHHS
HoBOI
COpTyBasIbHOT
CTaHLUji B 3B'A3KY
3 BBEJEHHAM
[o4aTKoBOT
BMPOGHMYOT
LinsHKN ana
roToBOro
nNikapCcbKoro
3acoby -
MweplwebbopcT
BO MNpoayKujiHo-
XaHanoose
«EBA» C.A,,
MonbLa.
BBefeHHSA 3MiH
NpPOTArom 6-tn
Micsilis micns
3aTBEPAKEHHS.
3MmiHu | Tuny -

3MiHM 3 SIKOCTi.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
loToBMIA

nikapcbkuii
3aci6. 3miHn y
BMPOGHULTBI.
3MiHn y npoueci
BMPOGHMLITBA
roToBOro
nNikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, WO
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nikapcbKoro
3acoby
(He3HauyHa 3MiHa
y npoueci
BMPOGHMLITBA)
KOpUryBaHHs
YMOB Bakyymy B
3B'A3KY 3
BBE/IeHHAM
[o4aTKoBOT
BMPOGHMYOT
LinsHKN ana
roToBOro
nNiKapcbKoro
3acoby -
MweplwebbopcT
B0 MNpoayKuiinHo
XaHanoose
«EBA» C.A,,
Monbuwa ta
BUSTYYEHHAM
[0NOMKHOT
peyoBVHN
Makporon 300 3i
cKnafly rotosoro
nNikapcbKoro
3acoby.
BeefeHHs 3miH
NPOTArom 6-Tn
Micauis nicns
3aTBEPKEHHS.
3MiHn | TNy -




63

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3MiHV 3 SKOCTi.

FoToBwiA
nikapcbknii
3aci6. 3miHn y
BMPOGHULTBI.
3miHa po3mipy
cepii
(BKKOUAOUM
AianasoH
po3mipy cepir)
roToBOro
nNikapCcbKoro
3acoby
(3MeHLLEeHHs A0
10 pasiB)
3MEHLLEHHS
po3mipy cepii
roToBOro
nikapcbkoro
3aco6y B 3B'A3KY
3 06MexXeHo
NOTYXHICTIO
o6nagHaHHs.
3arBepaKeHo:
60 Kr, 660 Kr.
3anponoHoBaHo:
50 kr (20000
NbOASHUKIB).
BeefeHHs 3miH
NPOTArom 6-Tn
Micauis nicns
3aTBEPIKEHHS.
3miHu | Tuny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTI Ta
hapmMakoHarnag,
y (iHLWi 3MiHW)
3MiHN BHECEHO B
TekcT
MapKyBaHHS
BTOPUHHOT
yMakoBKu
nNikapcbKoro
3aco6y y NyHKTK
3,7,17T1aB
TeKcT

MapKyBaHHsi
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Hassa

MixHapoo Ha3ssa Koo ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
nepBUHHOI
YyNakoBKN y
NYyHKTU 5.

BBefeHHSA 3MiH
NpPOTArom 6-tn
MicsiliB micns
3aTBEPAKEHHS.
3MiHn Il Tuny -
3MiHM 3 SKOCTI.
loToBwiA
nikapcbkuii
3aci6. Onuc Ta
cknag. 3miHay
cknagi
(monomikHUX
peyoBUHax)
roToBOro
nNikapCcbKoro
3aco6y (iHwi
LONOMIKHI
pPeYOBUHN) -
FAkicHi abo
KiNIbKICHI 3MiHW
LLL0A0 OAHiel abo
[OeKiNbKox
L0NOMDKHUX
PEeYOBUH, SAKi
MOXYTb 3HAa4YHO
BM/IMHYTMN Ha
6e3neky, SKiCTb
abo
ed)eKTBHICTb
roToBOro
nikapcbkoro
3acoby
BU/TYYEHHS
[LOMOMDKHOT
peyoBUHN
Makporosn 300 3i
cknagy rotoBoro
nikapcbKoro
3aco6y. 3MiHu
BHECEHO B
IHCTpYKLUito Ans
MeAn4YHOro
3acTocyBaHHS
nikapcbKoro
3acoby y po3gin
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

"Crnag’
(monomixHi
peyoBuHM) 3

BigNoBigHUMUN
3MiHaMu B TEKCTI
MapKyBaHHS
yNakoBOK
nNikapcbKoro
3aco0by.
BBegeHHs 3MiH
NpoOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS

13.

APTIXON

apTULLOKY
Cyxuii
eKcTpakT

AO5AX

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKOI0, MO
200 wr, no 10
TabneTtoky
6nictepi; no 3
6nictepu y nauui

AT
"KUIBCbKW
%
BITAMIHHU
1 3ABOA"

Ykpaina

AT

"KNIBCbKN

BITAMIHHN
3ABOJ"

Ykpaina

BHECEHHS 3MiH
ao
peecTpauinHux
marepianis:
3Mminu | TNy -
AAMiHICTpaTUBHI
3MiHW.
BunyyeHHsA
BMPOBHUYOT
OinbHWL
(BK/THOYALOUM
OinbHUUI oNns
Adl,
MPOMiXXHOrO
npoaykTy abo
roToBOro
nikapcbKoro
3acoby,
AinbHULU Ans
npoBefeHHs
nakyBaHHs,
BMPOGHMKa,
BignoBigasibHOro
3a BUNyCK cepii,
micue
npoBefeHHs
KOHTPO/IO cepii)
abo
noctavyanbHuKa
BUXIQHOIO
marepiany,
peareHTy abo
[LOMOMDKHOT
PEYOBUHY (SIKLLO
3a3HayYeHo y

6e3
peyenma

UA/5383/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

14.

APTIXON

[OCbE).
BunyyeHHs
BMpo6HMKa Epo
Istituto
Farmochimico
Fitoterapico
s.r.l., Itanis,
BiANOBIga/IbLHOrO
3a BUPOBHNLTBO
ADI. BupobHuK
Lo
3a/MWAETbCA
Evear Extraction
Vegetale Et
Aromes,
®paHuis
BMKOHYE Ti X
OYHKLT WO i
BUYYEHUIA

apTULLOKY
Cyxuii
eKcTpakT

AO5AX

TabneTkun, BKPUTI
NMiBKOBOIO
060/10HKOI0, N0
400 mr, no 10
TabneTtoky
6nictepi; no 4
6nictepu y nauui

AT
"KNIBCBKW
7
BITAMIHHW
" 3ABOA"

YkpaiHa

AT

"KNIBCbKN

BITAMIHHN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3MiHun | TUnY -
AAMiHICTpaTUBHI
3MiHMN.
BunyyeHHsA
BMPOBHUYOT
OinbHWL
(BK/THOYALOUM
OinbHUUI oNns
Adl,
MPOMiXXHOrO
npoaykTy abo
roToBOro
nikapcbKoro
3acoby,
AinbHWLU Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKA,
BignoBigasibHOro
3a BUNyCK cepii,
micue
npoBefeHHs
KOHTPO/IO cepii)
abo
noctayaibHuKa

6e3
peyenma

UA/5383/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BUXIQHOIO
marepiany,
peareHTy abo
[LOMOMDKHOT
PEeYOBUHY (SIKLLO
3a3HayeHo y
[OCbE).
BunyyeHHs
BMpo6HMKa Epo
Istituto
Farmochimico
Fitoterapico
s.r.l., Itanis,
BiANOBIAa/IbLHOrO
3a BUPOBHMLTBO
ADI. BUpobHuK
Lo
3a/MWAETbCA
Evear Extraction
Vegetale Et
Aromes,
®paHuis
BMKOHYE Ti X
OYHKLT WO i
BUYYEHUIA

15.

ACKOPIN
EKCMEKTOPAH
T

canbbyTa
mony
cynbart,
6pomrekcu
Hy
rigpoxnop
na,
reavidoeHe
3VH,
MEHTON

RO5CA1
0

cupon no 100 mn
abo no 200 mny
NAacTUKoBUX
hnakoHax; no 1
ch1akoHy pasom 3
MipPH/M KOBMNAYKoM
Y KapTOHHIN
yrakoBLi

neHmapk
PapmacboT
nkans /114,

IHgis

neHmapk
dapmMacbioTUKaU
3 J1TA.

IHgis

BHECEHHS 3MiH
ao
peecTpauinHux
marepianis:
3Minu | TUny -
3MiHM 3 SKOCTI.
[oToBMIA
nikapcbknii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTofAax
BMNPOOYBaHHS
roToBOro
nikapcbKoro
3acoby
(He3HauyHa 3MiHa
y 3aTBEPMAKEHNX
mMeTogax
BUNPOBYBaHHS)
HesHauHi 3miHn
B METOAVKY

3a
peyernmom

UA/8670/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BMNPOOYBaHHS
3a NOKa3HUKOM
«KinbkicHe
BU3HAYEHHS.
MeHToM1» ans
npviBefeHHs
Tekcty MKA N13
[0 opuriHaNIbHNX
marepianis
BMPOGHMKA.

16.

ACMNMAPKAM

Magnesiu
m
(different
salts in
combinatio
n)

MarHito
acnapariH
ar,

Kanito
acnapariH
ar

rpaxynm
(cybcTaHuis) y
noABiliHMX
nonieTuIeHoBmX
naketax Ans
thapmaLeBTUUHOr
0 3aCTOCYBaHHS

NPAT
"XIMPAPM3
ABO/,
"YEPBOHA
3IPKA"

Ykpaina

MPAT
"XIMOAPM3AB
o[l "HEPBOHA

3IPKA"

Ykpaina

BHECEHHS 3MiH
ao
peecTpauinHux
maTepianis:
3Minu | TUny -
3MiHK 3 SKOCTI.
Adl.
Brpo6HMLTBO
(iHLWi 3MiHW)
3MiHV BHOCATbCSA
[0 posginy
3.2.5.2.2. Onuc
BMPOGHNYOTO
npouecy Ta
KOHTPO/0
npotecy, a came
no ctagii T 3.
OTpuMaHHA
Acnapkam,
rpanyn
(cybeTaHuin):
nepexig, 3
onepauji TN 3.1.
OTpuMaHHA
nnasy kanito
acnapariHaty Ha
onepadito TN
3.2. OTpuMaHHA
BOJI1OrOi Mach,
6e3 OTpMMaHHS
pesynbTaTy
KOHTPO/IHO AKOCTI
3a NOKa3HNKOM
“BMmicT kanito
acnapariHaty (B
nnasi) B
nepepaxyBaHHi
Ha Kanin”, wo

UA/15222/01/01




3assHUK

69
Kpaina

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyeodypa

Ymosu

Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

®opma sunycky
(nikapcbka
thopma,
ynakoska)

3asisBHU
Ka

Npu3BOAUTb [0
3MEHLLIEHHS

nocsioYeHHs

BMPOGHNYOTO

(cy6cTaHuin) i,

TpuBasIoCTi

npotecy
Acnapkam,
rpaHynu

K Hacnigok,
NPUCKOPHOE
BMPOBHMNLITBO
roToBOro
nikapcbkoro
3acoby
Acnapkam,
Tabnetkn, fo
cKnagy sKnx
BXOAUTb AiaHa
cy6CTaHLiA.
3MiHu | TUny -
3MiHM 3 SIKOCTi.
A®I. KoHTponb
A®I (iHLi 3MiHW)
BHECEHHS 3MiH
[0 cneuucikaLji
roToBOT1
nNpOAYKLUi
Acnapkam,
rpaHynun
(cy6eTaHuin)
npu BUMNYyckKy, a
came
CKOPOYEHHS
nepioAnyHoCTi
KOHTPO/IIO 3a
NMOKa3HUKOM
"Mikpo6ionoriyH
a
yucrtoTa".3arsep
[KEHO:
3anponoHoBaHo:
BMNPOOYBaHHS
3a NOKa3HNKOM
"Mikpo6ionoriyuH
auncrora"
NnpoBOAATb Ha
KOXHIli 12 cepil

roToBoOI
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PeecmpayjitiHa

Peknamys

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

npoyedypa

npoaykuii, ane

Bionycky

aHHS**

peecmpayitiHo
20
nocsioYeHHs

He piawe 1 pasy

Ha piK. 3MiHu |
TIny - 3MiHu 3
akocTi. AdL.
KoHTposb A®I.
3miHa y
mMeToaax
BUNPOGYBaHHSA
Adl abo
BUXifHOTO
marepiany/npom
DKHOro
npogaykTy/peare
HTY, WO
BUKOPVCTOBYETb
CA'y NpoLeci
BMPOGHMLTBA
A®| (He3HauHi
3MiHN Y
3aTBEPAKEHNX
mMeToaax
BMNPOBYBaHHS)
BHECEHHS 3MiH
0o posgainy
3.2.5.4.2.
AHaniTMuHi
MeTOoAVKN
iaeHTUdikaLlin
acnapariHoBoi
KMcnoTm
MeToA0M
TOHKOLLapOoBOT
XpomaTorpadii y
3B'A3KY 3
BUJTYYEHHAM
BMPOGHUKa
xpomarorpadiyH
Ol NNaCTUHKN.
3arBepaKeHo:
"Ha niHito
cTapty
XpomarorpadiuH
Ol N1acTUHKN
«Sorbfil» i3
TOBLLMHOIO LLapy
0,1 mm".
3anponoHoBaHo:
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
"Ha ninito
crapty TLIX
NAacTVHKY i3
Lapom
cunikareno P"
17. | ACTANIH salbutamol | canbbyTa RO3ACO | aeposonb Lmnna Nra. IHgis Lmnna Nra. IHgis BHECEHHS 3MiH 3a UA/16916/01/01
Mony 2 (cycneHsis) ans (FOHIT 11). 0o peuyenmom
cynbhat iHransuin, 100 peecTpauinHnx
MKr/go3sy, no 200 Marepianis:
[03 Y KOHTeliHepi 3MiHu | TUny -
3 103yH04UM 3MiHM 3 SIKOCTi.
KnanaHom, CepTtudikat
PO3NUIOIYO0I BignosigHocTi/l
HacafKow Ta E-cepTudpikat
HaKOHEYHUKOM; Mo BignoBigHOCTI

1 KOHTelHepy Yy
KapTOHHii
yrakoBLi

€Bponeiicbkili
thapmakonei/mo
Horpadii.
MNogaHHA HOBOrO
ab0 OHOB/IEHOTO
cepTudpikata
BignoBigHOCTI
ab0o BUNyYEHHS
cepTudpikata
BignoBigHOCTI
€Bponecokiin
thapmakonei:
ona A®l; ana
BUXifHOTO
matepiany/pear
EeHTY/NPOMDKHOT
0 MPOAYKTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHNLITBI
A®l; ana
[LOMOMDKHOT
peyoBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecokiin
thapmakone) -
OHOBNEHWIA
cepTudikaT Big
yxe
3aTBEPAKEHOrO
BMPOGHMKA.
lNogaHHA
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

OHOB/IEHOTO
cepTtucpikaty
BignoBigHOCTI
€Bponeiicbkili
hapmakonei
CEP 2011-314 -
Rev 03 Big,
3aTBEPKEHOr0
BMpo6Huka Cipla
Ltd., IHais
aitoyoi
peyoBVHN
canbbytamony
cynbdart, y
3B'A3KY 3
NPOXOKEHHSAM
npoueaypu
OTPVMaHHS
cepTtudikaTy y
topmati CEP
2.0/Hybrid CEP
(3aTBEpPAXKEHO:
R1-CEP 2011-
314 - Rev 02;
3anponoHOBaHO:
CEP 2011-314 -
Rev 03)

18.

AL-®C

acetylcyst
eine

aueTmnum
CTelH

RO5CBO
1

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKOI0, MO
200 wmr; no 10
TabneToky
6nictepi; no 2
6nictepun B nauLi

TOB
"ACIHO
YKPAIHA"

YKkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3MiHun | TUny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkni
3aci6. 3MiHN Yy
BMPOBOHULITBI
(iHLLi 3MiHW)
[poBepeHHsA
KOHTPO/II0 Macu
ans
TabneTyBaHHs
3a NoKasHUKamu
«TeKy4iCTb»,
«HacunHa
rycTuHa»,
«3paTHiCTb A0
ycanku»,

6e3
peyenma

UA/2071/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

«[ycTnHa nicns
ycagkm»
NpoBOANTY B
pexumi
MOHITOPUHTY —
He pigLe, HX Ha
KOXHili 10-14
cepii. 3MiHn |
TMny - 3MiHK 3
sKocTi. FoToBMIA
nikapcbkuii
3aci6. 3MiHN y
BMPOOHULITBI
(iHLLi 3MiHW)
3miHa
npoBefeHHs
KOHTPO/0
NMoKa3HUKIiB B
pYTWHI Ta Ha
Banigauii ans
Tabnetok-aaep
3MiHu oo
marepianis
peecTpaujiiHoro
nocbe (3.2.P.3.4
12 3.2.P.3.5)
wono crparerii
npoBefeHHs
KOHTPO/0
NMoKa3HUKIiB B
PYTUHI Ans
Tabnetok-saep,
OCKi/TbKM
pesynbTaTu
KOHTPO/IH0 MO
noKasHuKam
«Onunc»,
«CepepgHsa
maca»,
«OpfHOpIAHICTb
macu»,
«BucoTta»,
«[iameTp»,
«CTUPaHHICT,
«CTiliKicTb g0
po3faBoBaHHSA
»

1

«Po3nagaHHsa»
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
ons TabneTok-

anep
BignoBigaTb
BCTaHOB/IEHVM
Kputepisam, Ta
Ha npoTAsi
BCbOro nepiogy
BUMYCKY
npenapat
nokasyBas
cTabiNbHICTb
pesynbTaTiB.
3MiHu oo
marepianis
peecTpaujiiiHoro
nocbe (3.2.P.3.4
12 3.2.P.3.5)
wono crparerii
npoBefeHHs
KOHTPO/0
NMoKa3HUKIB Ha
Banijauii ons
Tabnetok-aaep,
OCKi/TbKM
pesynbTaTu
KOHTPO/0
«Onue»,
«CepepgHs
mMaca», Ta
«Po3nagaHHsA»
ons TabneTok-
anep
BignoBigaTb
BCTaHOB/IEHVM
Kputepisam, Ta
Ha npoTAsi
BCbOro nepiogy
BUMYCKY
npenapat
nokasyBas
cTabifbHICTb
pesynbTaTiB.

gitoya pegakuis:

MpoBepgeHHA
KOHTPO/O
NoKas3HWKIB ANs
TabneTok-saep

B PYTUHI 3a
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
noKasHuKamm:
- onuc, cepegHs
maca npu
HanawTyBaHHi,

Ha novatky, B
cepeayHi, KiHui,
BMPOJOBX
TabnetyBaHHs
Ta Ha cepefHiii
npob6i;

- OfHOpIAHICTb
macu, BucoTa,
nOiameTp,
CTiliKiCTb A0
po3faBoBaHHA
npu
HanalTyBaHHi,
Ha novatky, B
cepeaviHi, KiHLi,
BMNPOJOBX
TabneTyBaHHsA
Ta Ha cepefHiii
npooi;

- CTUpaHHICTb Ta
po3nagaHHsa npu
HanalTyBaHHi,
Ha novatky, B
cepeauHi, KiHui
TabnetyBaHHs
Ta Ha cepefHiii
npoo6i.
MpoBeaeHHA
KOHTPO/O
NoKas3HWKIB ANs
TabneTok-saep
Ha Banigauii 3a

NoKasHMKamm:
- onwuc, cepeaHs
maca npuv
HanawTyBaHHi,
Ha novaTky, B
cepeayHi, KiHui,
BMPOJOBX
TabnetyBaHHs
Ta Ha cepefHiii
npob6i;
- OfHOpIAHICTb

Macu, BucoTa,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
CTillKiCTb A0
po3aaBnoBaHHsA
npu
HanawTyBaHHi,

Ha novatky, B
cepeayHi, KiHui,
BMPOJOBX
TabnetyBaHHs
Ta Ha cepefHiii
npob6i;

- fiameTp npu
HasawTyBaHHi,
Ha novatky, B
cepeayHi, KiHui,
BMPOJOBX
TabnetyBaHHsA
Ta Ha cepejHii
npob6i.

- CTUpaHHICTb Ta
po3nagaHHs npu
HasawTyBaHHi,
Ha novatky, B
cepeauHi, KiHui
TabneTyBaHHsA
Ta Ha cepefHili
npooi;
[MponoHoBaHa
peakuis:
MpoBepaeHHA
KOHTPO/0
NoKasHWKIB ANs
TabneTok-saep
B PYTUHI 3a
NoKasHWKamm:
- onuc, cepegHs
maca npuv
HanawTyBaHHi,
Ha novaTky, B
cepeaviHi, KiHUi
TabnetyBaHHsA
Ta Ha cepejHii
npob6i;

- OHOpIAHICTb
macu, B1coTa,
adiaveTp,
CTillKiCTb A0
po3faB/oBaHHA
npv
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
HanalTyBaHHi
Ta Ha cepejHii
npob6i;

- CTUpaHHICTb Ta
po3nagaHHs npu
HaslawTyBaHHi
Ta Ha cepefHili
npoo6i.
[poBeaeHHsA
KOHTPO/0
noKasHUKiB 415
Tabnetok-aaep
Ha Banigauii 3a
MoKa3HWKamMm:
- onwuc, cepeaHs
maca npu
HanalTyBaHHi,
Ha novatky, B
cepeauHi, KiHui
TabnetyBaHHs
Ta Ha cepefHiii
npob6i;

- OfHOpIAHICTb
macu, BucoTa,
CTillKiCTb A0
po3faB/oBaHHA
npv
HanawTyBaHHi,
Ha novaTky, B
cepeaviHi, KiHUi
TabnetyBaHHsA
Ta Ha cepejHii
npob6i;

- giameTp npu
HanawTyBaHHi
Ta Ha cepefHiii
npob6i;
-CTUpAaHHICTb Ta
po3nagaHHsa npu
HanalTyBaHHi
Ha novaTky, B
cepeaviHi, KiHui
TabnetyBaHHsA
Ta Ha cepejHii
npob6i;

- OHOpIAHICTb
[1030BaHNX
OfVHULb,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
KiflbKicHe
BM3HAYEHHS Ha
cepeHii Npooi.
19. | BEPUATE® coagulatio | dhakTtop B02BDO | nopoluok Ta LICN bepiHr | Himeyun BTOPUHHE HimeuunHa BHECEHHS 3MiH 3a UA/17404/01/01
n factor Koarynauii | 2 PO3UMHHUK AN M6X Ha nakyBaHHs, o peyenmom
Vil KpOBi pO3uunHy ons BMMYCK Cepil: peecTpauiiHux
NOANHN iH'eKLjin abo LICN BepiHr mMaTtepianis:
VI iHcpysin, 250 MO; v6X, 3Minn | Tuny -
no 1 dpakoHy 3 HimeuumnHa; 3MiHM 3 SKOCTi.
MOPOLLKOM Y BUMPOGHMNLITBO, loToBwiA
KomnaekTi 3 1 nepBuHHE nikapcbkni
h1akoHOM 3 nakyBaHHs, 3aci6. 3MiHN Yy
PO3UYMHHUKOM KOHTPOJIb SIKOCTI: BUPOGHULTBI.
(Boga oA LICN BepiHr 3MiHM y npoueci
iH'ekyjn) Mo 2,5 mn v6X, BMPOGHMLITBA
Ta 1 npucTpoem HimeyunHa roToBOro
ONs fofaBaHHA nNikapcbKoro
PO34MHHYKA 3 3acoby,
BGYyA0BaHNM BK/IHOHAI0UM
inbTpom 15 Mkm NPOMKHUIA
("Mix-2Vial™ NpoAyKT, L0
20/20") B 3aCTOCOBYETbCSA
KapTOHHii npu
Kopob6ui; no 1 BMPOGHWLTBI
chnakoHy 3 roToBOro
NOPOLLKOM Y nikapcbKoro
KommniekTi 3 1 3aco6y (iHLi
dhnakoHoM 3 3MiHK)
PO3YNHHUKOM MepeHeceHHA
(Boga ans Bi3yaslbHOro
iH'ekwjin) no 2,5 mn KOHTPONIO 3

Ta 1 npucTpoem
ANS ofaBaHHA
PO34MHHYMKA 3
BOYOBaHUM
inbTpom 15 MkM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOpoO6Koto 3
KOMNIEKTOM st
BHYTPILLHLOBEHHOT

6ygaisni M305 go
6yaisni H69 Ta
pepakuiiHe
BU/TyUYEHHS 3
po3giny 3.2.P.3.
No3HaYeHHs
Homepy 6yaisni.
PepaxuiiHi
npasku - Ans
BMNPOOYBaHHSA
nepBUHHOT

0 BBE/IEHHSA yNakoBKW 3aMiHa
npenaparty (1 nocuiaHb Ha
0iHOPa3oBuii IHCTpyKLU,i
wnpuy, 1 ronka- KoMnaHii
mMeTenvk, 2 nocunaHHAMU
OesiHdikytoui Ha ®apmakonei
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
cepBeTkn B Ta Ha
iHAVBIAYabHUX BIANOBIAHICTb
repMeTUYHNX MDKHapOAHUM
ynakoskax Ta 1 cTaHgapTam.
HecTepubHWi 3Minn | Tuny -
nenkonnacTtup) 3 3MiHM 3 SKOCTi.
KOHTpONem loToBwiA
nepLuoro nikapcbkuii
BIAKpUTTA Y 3aci6. Cuctema

KapTOHHI KopooLli
3 KOHTpO/IEM
nepLUoro
BiOKPUTTSA

KOHTeliHep/3akKy
noproBasIbHWA
3aci6. 3miHa y

NepBUHHIl
ynakoBLi
roToBOro

nikapcbkoro
3acoby (Tvn

KOHTelHepa abo

[0AaBaHHSA
HOBOrO
KOHTelHepa) -
BunyyeHHs
nepBUHHOI
yNaKoBKK, LLIO He
npu3BoANTL A0
NMOBHOTO
BU/TYYEHHS
nikapcbkoro
3acoby 3

MEeBHO0 CUOH0

nii abo y neBHiiA

nikapcbkil
dhopwmi -

BunyyeHHs

anbTepHaTUBHOT
0 NepBYHHOIO
nakyBaHHs-
dnakoH 17mn
[O/19 NOPOLLKY .
®naKoH 06'emom

17 mn 6yB

3aMiHeHWiA Ha
dhnakoH

o6'emom 20 mn 'y

npoveci

BMpOOHULTBA Ta

6inbLue He

BUKOPVICTOBYETb
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
csl.
20. | BEPUATE® coagulatio | dakTop B02BDO | nopoluok Ta LICN Bepinr | Himeyun BTOPUHHE Himeuunna BHECEHHS 3MiH 3a UA/17404/01/02
n factor Koarynauii | 2 PO3UMHHUK ANa rM6X Ha naxkyBaHHs, no peyenmom
VIl KpoBI pO34MHYy OoNs BUNYCK cepil: peecTpauinHux
NOANHN iH'eKLjin abo LIC/T BepiHr marepianis:
Vil iHcpysii, 500 MO; v6X, 3Minu | TUny -
no 1 cpnakoHy 3 HimeuuunHa; 3MiHUM 3 AKOCTI.
NOPOLLKOM Y BMPOGHMLITBO, [oToBMIA
KommniekTi 3 1 nepBUHHE nikapcbkuii
hnakoHoM 3 nakyBaHHS, 3aci6. 3MiHN y
PO3UYMHHUKOM KOHTPO/Ib SIKOCTI: BMPOGHULTBI.
(Boga ans LIC/1 BepiHr 3MmiHKM y npoueci
iH'ekjin) no 5 mn M6X, BUpPOGHMLTBA
Ta 1 npucTpoem HimeuunHa roToBOro
ANS ofaBaHHA niKapcbKoro
PO34MHHYMKA 3 3acoby,
BOYAOBaHUM BK/IOYAK0YM
inbTpom 15 MkM NPOMDKHUIA
("Mix-2Vial™ NPOAYKT, WO
20/20") B 3aCTOCOBYETbCSA
KapTOHHil npu
Kopo6ui; no 1 BMPOBOHULITBI
donakoHy 3 roToBOro
MOPOLLKOM Y niKapcbKoro
KoMnnekTi 3 1 3aco06y (iHLwi
h1akoHOM 3 3MiHW)
PO3UYNHHVKOM MepeHeceHHsA
(Boga ons Bi3yasIbHOro
iH'ekujin) no 5 mn KOHTPO/IO 3

Ta 1 NpUCTpoEm
ONS oAaBaHHA
PO34MHHYKA 3
BOyA0BaHUM
inbTpOM 15 MKM
("Mix-2Vial™
20/20"),Ta 1
KapTOHHOIO
KOPO6KOI0 3
KOMMNIEKTOM N5t
BHYTPILLHbOBEHHOT
0 BBEJEHHSA
npenaparty (1
0iHOpPa30Buii
wnpuy, 1 ronka-
mMeTenvk, 2
nesiHdikytoui
cepBeTkM B
iHAMBIAYanbHMX

6yaisni M305 go
6yaisni H69 Ta
pefakuiiHe
BUJTyYEHHS 3
po3giny 3.2.P.3.
no3HayveHHs
HoMepy GyaiBi.
PepakuijiiHi
npaBku - Ans
BMNPOOYBaHHS
nepBUHHOI
yNakoBKM 3amiHa
nocunaHb Ha
IHCTPYKUIT
KoMnaHii
nocunaHHAMM
Ha ®apmakonei
TaHa
BiANOBIAHICTb
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

repMeTUYHNX
ynakoskax Ta 1
HecTepwuIbHUiA
neikonnacTtup) 3
KOHTpO/IEM
nepLUoro
BiAKPUTTA Y
KapTOHHi Kopobuyi
3 KOHTpO/IEM
nepLUoro
BigKpUTTA

MiXXHapOAHUM
cTaHfjapTam.
3Mminu | TUny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aKy
noproBasbHWi
3aci6. 3miHa y
NepBUHHIN
ynakoBLi
roToBOro
nikapcbKoro
3acoby (Tvn
KOHTeliHepa a6o
[0AaBaHHsA
HOBOrO
KOHTelHepa) -
BunyyeHHs
nepBUHHOT
yNaKkoBKK, L0 He
npu3BOANTL [0
MOBHOTO
BUTYYEHHS
nNikapcbKoro
3acoby 3
NeBHOI0 CUMOHD
4ii abo y neBHiit
nikapcbKii
chopmi -
BunyyeHHs
anbTepHaTUBHOr
0 NepBYHHOI0
nakyBaHHs-
dnakoH 17mn
07151 NOPOLLIKY .
®nakoH 06'eMoM
17 mn 6yB
3aMiHeHWiA Ha
donakoH
o6'emom 20 mny
npoueci
BMPOOHULITBA TA
6inbLue He
BUKOPVCTOBYETb
csl.

21.

BEPUATE®

coagulatio

dhakTop

B02BDO

NOPOLLOK Ta

LIC/1 BepiHr

Himevumn

BTOPUHHE

HimeyunHa

BHECEHHS 3MiH

3a

UA/17404/01/03
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
n factor Koarynsuii PO3UYMHHUK 418 v6X Ha naxkyBaHHs, 0o peyenmom
Vil KpoBi pO34nHYy AN BUMNYCK Cepil: peecTpauiiiHnx

NOANHN iH'eKUin abo LIC/1 BepiHr Marepianis:

Vil iHchysiii, 1000 MO; rv6X, 3MiHu | TNy -
no 1 donakony 3 HimeuunHa,; 3MiHK 3 SKOCTi.
MOPOLLKOM y BMPOGHMLTBO, [oToBMIA
KoMnnekTi 3 1 nepBuHHe nikapcbkuii
h1akoHOM 3 nakyBaHHs, 3aci6. 3MiHN Yy
PO3YMHHVKOM KOHTPOJIb SIKOCTI: BMPOGHWLTBI.
(Boga ans LICN BepiHr 3MiHW y npoueci
iH'ekuili) no 10 mn v6X, BMPOGHMLITBA
Ta 1 npucTpoem Himeyunna roToBOro
ONS AofaBaHHA nikapcbkoro
PO3UMHHYMKA 3 3acoby,
B6yAOBaHNM BK/IHOHAI0UM
inbTpOM 15 MKM NPOMKHUIA
("Mix-2Vial™ NPOAYKT, LLIO
20/20") B 3aCTOCOBYETbCSA
KapTOHHii npu
Kopob6uj; no 1 BMPOGHULITBI
chnakoHy 3 roToBOro
MOPOLLKOM Y nikapcbKkoro
KoMMekTi 3 1 3aco6y (iHLi
ch1akoHOM 3 3MiHN)
PO3UYNHHVKOM MepeHeceHHsA
(Boga ans Bi3yaslbHOro
iH'ekyin) mo 10 mn KOHTpO/0 3

Ta 1 NpuCTpoEm
ANA 0ofaBaHHA
PO34MHHYMKA 3
BOYyOBaHUM
inbTpom 15 Mkm
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOI
KOPOGKOHO 3
KOMM/IeKTOM ANns
BHYTPILLHbOBEHHOT
0 BBEJEHHSA
npenaparty (1
0iHOpPa30Bwii
wnpuy, 1 ronka-
MeTesnuk, 2
Ae3iHdiKyroyi
CepBeTKM B
iHAUBIAYyaNbHUX
repmMeTnyYHUX
ynakoBkax 1a 1

6ygaisni M305 go
6ygaisni H69 Ta
pepakuiiHe
BU/TyYEHHS 3
posginy 3.2.P.3.
NO3HAYEHHS
HOMepy 6yaiBni.
PepaxuiiHi
npasku - Ans
BUNPOBYBaHHSA
nepBUHHOI
yNakoBKM 3aMiHa
nocunaHb Ha
IHCTPYKLU,iT
KomnaHii
nocunaHHAMU
Ha ®apmakonei
Ta Ha
BiAMNOBIAHICTb
MiDKHapOAHUM
cTaHgapTam.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

HecTepubHUiA
neikonnacTtup) 3
KOHTpOsIEM
nepLUoro
BIOKPUTTA Y
KapTOHHI Kopo6Lyi
3 KOHTpO/IEM
nepLuoro
BIAKPUTTSA

3MiHu | TNy -
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. Cucrtema
KOHTeliHep/3aKy
noproBasbHWA
3aci6. 3miHa 'y
NepBUHHIN
ynakoBLii
roToBOro
nNikapCcbKoro
3acoby (Tvn
KOHTeliHepa a6o
[0AaBaHHSA
HOBOrO
KOHTelHepa) -
BunyyeHHA
nepBUHHOI
YNaKkoBKM, LLO He
npv3BOANTL [0
NOBHOTO
BUTYYEHHS
nNikapcbKoro
3acoby 3
NEBHOI0 CUI0t0
aii abo y neBHii
nikapcbkii
dhopwmi -
BunyyeHHA
anbTepHaT1BHOr
0 NepBYHHOIO
nakyBaHHs-
hnakoH 17mn
07151 MOPOLLKY .
®nakoH 06'eMoM
17 mn 6yB
3aMiHeHWiA Ha
chnakoH
06'emom 20 MmNy
npoveci
BMPOGHMLTBA Ta
GinbLue He
BUKOPVCTOBYETb
csl.

22.

BETAONH®

povidone-
iodine

NoBiAOH-
non

GO1AX1
1

cynosuTopii
BariHasibHi no 200
mr, no 7

3AT
dapmavnesT
MNYHUIA 3aBOf,

YropLum
Ha

3AT
dapmaveBTUYHN
1 3aBog ElC

YropLmHa

BHECEHHS 3MiH

ao
peecTpauiiHnx

6e3
peyenma

UA/6807/02/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
CynosuTopiis y EriC mMaTtepianis:
6nictepi; no 1 abo TeXHi4YHa
2 bnictepn y nomwuska (3rigHo
KapTOHHI nayui Hakasy MO3 Big
23.07.2015 Ne
460) TexHiuHa
nomuska B8 MKA
N3, acamey
chopmyni
po3paxyHKy
3asBneHoro
BMICTYy inogy (%)
Npu BU3HAYEHHI
KinlbKicHOro
BMICTY METOZ0M
TUTPYBaHHSA
3amicTb
cumBony
OineHHs «/»
6y/10 3a3Ha4YeHo
CUMBOJ «-».
23. | BIHOKPUT® erythropoi | enoeTuH BO3XA0 | po3uuH ans CaHpo3 ABCTpist BiANOBIga/IbHUI HimeuuunHa/ BHECEHHS 3MiH 3a UA/12383/01/01
etin anbcha 1 iH'ekujn, 84 M6X 3a AscTpis o peyenmom
Mkr/mn; no 0,8 mn BMPOGHMLITBO, peecTpauiiHux
(8000 MO) a6o 1 nakyBaHHS, mMaTtepianis:
mn (10000 MO) KOHTPO/Ib Cepii: 3Minn | Tuny -
pO3uunHy ons AR Oi Ti 3MiHM Wwoao
iH'eKLi B Bionorika TmM6X, 6e3nekn/ecektu
nonepegHL0 HimeuunHa; BHOCTI Ta
3anoBHeHOMY, BiANOBIga/IbHNI thapmakoHarnsg,
rpagyioBaHoMy 3a BUMYCK cepil: y. BHeceHHs1 a6o
wnpwui, CaHpo3 'm6X - 3MmiHa(n) go
ocHalleHoMmy BN Waditenay, 3000B'A3aHb Ta
nopLUHeM, ABCTpis YMOB Buadi
iH'EKLiHOI0 peecTpauiiiHoro
rofIKoto, nocCBiAYEHHS,
KOBMaykoM Ta BK/IHOHAI0UM
3axXUCHUM Mnax
NPVUCTPOEM ANA ynpasiHHA
3anobiraHHsA pu3nkamm (iHLwi
NOLUKO[KEHHIO 3MiHW).
oKk nicns 3asBHVKOM
3acTocyBaHHs, HagaHo
a6o 6e3 HbOoro; No OHOB/EHWIA
1 wnpuuy y MnaH
KOHTYPHili ynpasniHHSA
6nicTepHin pusnkamm

ynakoBLi; no 1

Bepcia 19.1.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
KOHTYPHili 3MiHV BHEeceHo
6nicTepHii [0 YaCTUH:
ynakosLj y | «3aranbHa
KapTOHHii iHhopmauisi npo
Kopo6ui; no 0,4 mn nikapcbkuii
(4000 MO), abo 3aci6»
0,6 mn (6000 MO), I
abo no 0,8 mn «Cneuudpikauis
(8000 MO), abo 1 3 6e3nekn»
M1 (10000 MO) Il «MnaH 3
pO34nHY AnA thapmakoHarnag,
iH'eKLin B y»
nonepeaHLO V «3axoau 3
3arnoBHeHOMY, MiHimi3awi
rpagyvioBaHoMy pU3UKIB»
Lnpwui, VI «Pe3stome
ocHalLeHoMy nnaHy
NOpLUHEM, ynpasiHHA
iH’eKLiliHOO pvi3vKaMm»
ro/IKoto, VIl «dogatkm»,
KOBMaykoM Ta Ha nigcTasi
3aX1CHUM 0CTaTO4HOro
NPUCTPOEM A/1A 3BiTy KomiTeTy
3anobiraHHs thapmakoHarnag,
MOLUKOZKEHHIO Y 3 OLHKN
roIKoo nicns pY3VKIB LLOAO
3aCcToCyBaHHs, aioyoi
a6o 6e3 HbOoro; No peyoBVHN
3 wnpuuay Epoetin Alfa.
KOHTYPHIl Pestome Mnany
6nicTepHil ynpasniHHA
ynakoBLi; no 2 pusnkamu
KOHTYpHi 6nicTepHi Bepcisa 19.1
ynaKkoBKu B [0AAETLCA.
KapTOHHii kKopobui
24. | BIHOKPUT® erythropoi | enoetuH BO3XA0 | po3uuH gns CaHpos ABcTpis BiANOBIgaIbHUI HimeuunHa/ BHECEHHS 3MiH 3a UA/12383/01/02
etin anba 1 iH'ekwjin, 16,8 6X 3a ABCTpis 0o peuyenmom
Mkr/mn; no 0,5 mn BMPOGHMLTBO, peecTpauinHnx
(1000 MO) a6o nakyBaHHs, Marepianis:
no 1 mn (2000 KOHTPO/Ib cepil: 3MiHu | TNy -
MO) posuunHy ans A [i Ti 3MiHn Wwopo
iH'eKLin B Bionorika Mm6X, 6e3nekn/edekTn
nonepeaHL0 HimeuuunHa; BHOCTI Ta
3arnoBHEHOMY, BiANOBIAA/IbHNI thapmakoHarnsg,
rpagyvioBaHoMy 3a BUNycK cepil: y. BHeceHHs abo
Lnpwui, CaHpo3 'm6X - 3MiHa(u) fo
OCHaleHoMy BN WadpteHay, 3060B's13aHb Ta
NOpLUHEM, ABCTpist YMOB Bugadi
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
iH’eKLiliHOO peecTpayjiiiHoro
rosIKoto, NOCBIAYEHHS,
KOBMaykoM Ta BK/IHOHAI0UM
3axXMCHUM MnaH
NPUCTPOEM A5 ynpaBiHHA
3anobiraHHs pv3unkamm (iHWi
NOLUKOKEHHIO 3MiHN).
roIKoo nicns 3asBHUKOM
3acToCyBaHHA, HajaHo
a6o 6e3 HbOro; No OHOBJIEHWIA
3 wnpuuay Mnax
KOHTYPHIl ynpas/liHHA
6nicTepHil pusmkamm
ynakoBLi; no 2 Bepcia 19.1.
KOHTYpHi 6nicTepHi 3MiHU BHECEHO
yNaKkoBKn y [0 YaCTWH:
KapTOHHi Kopobuyi | «3aranbHa
iHchopmauis npo
nikapcbkuii
3acio»
I
«Cneumdikauis
3 6e3nekn»
Il «MnaH 3
hapmMakoHarnag,
y))
V «3axogu 3
MiHiMi3aLji
pU3nKiB»
VI «Pe3tome
nnavy
ynpas/iHHA
pu3nkamm»
VII «doaatkm»,
Ha nigcTasi
OCTaTO4HOro
3BiTy KomiTeTy
hapMakoHarnag,
Y 3 OLiHKM
pU3MKIiB LWOA0
aitoyoi
peyoBVHN
Epoetin Alfa.
Pe3tome Mnany
ynpas/liHHA
pr3nkamm
Bepcia 19.1

[0fAEThCS.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
25. | BIHOKPUT® erythropoi | enoeTuH BO3XA0 | po3uuH ans CaHpo3 ABCTpis BiANOBIgaIbHUI HimeuuunHa/ BHECEHHS 3MiH 3a UA/12383/01/03
etin anbca 1 iH'eKuili, 336 M6X 3a AscTpis 0o peyenmom

Mkr/mn; no 0,5 mn BMPOGHMLITBO, peecTpauinHux

(20000 MO) abo nakyBaHHs, MaTtepianis:

no 0,75 mn KOHTPO/Ib cepii: 3Minn | Tuny -

(30000 MO), abo AR Oi Ti 3MiHM Wwoao

no 1 mn (40000 Bionorika TmM6X, 6e3nekn/ecektu

MO) po3uunHy ans HimeuunHa; BHOCTI Ta

iH'EKL B BignoBiganbHW thapmakoHarnsg,

nonepegHL0 3a BUMYCK cepil: y. BHeceHHs1 a6o

3arnoBHEHOMY, CaHpo3 'mbX - 3miHa(n) go

rpagyvioBaHoMy BN Wadhtenay, 30060B'A3aHb Ta

Lnpwui, ABCTpiIs yMOB Bugadi

ocHalLeHoMy peecTpaLjiiHoro

NOpLUHEM, noCBIiAYEHHS,

iH’eKLiliHOO BKJ/TIHOYa0UN

roJIKot0, Mnax

KOBMaykoM Ta ynpasiHHA

3aXUCHUM pu3nkamm (iHLwi

NPUCTPOEM ANA 3MiHW).

3anobiraHHs 3asBHVIKOM

MOLUKOZKEHHIO HagaHo

roIKo0 nicns OHOBNEHUIA

3acTOCyBaHHA, MnaH

a6o 6e3 HbOro; No ynpas/liHHSA

1a6ono3 pu3nkamm

nonepegHLo Bepcis 19.1.

3anoBHeHUX 3MiHV BHECEHO

wnpuua y [0 YaCTUH:

KOHTYPHIl | «3aranbHa

6nicTepHil iHhopmauisi npo

ynakosui; no 1 (1
LUNPULL Y KOXHIIA)
abono 2 (3
LUMPMLA Y KOXHIi)
KOHTYpHi 6nicTepHi
ynaKkoBKu B
KapTOHHi Kopobuyi

nikapcbkuii
3aci6»

1]
«Cneuudpikauis
3 6e3nekn»
Il «MnaH 3
hapMakoHarnag,
y))

V «3axogu 3
MiHimi3awi
pU3UKIB»

VI «Pe3tome
nnaxy
ynpas/liHHA
pvi3vKaMm»
VII «dogatkm»,
Ha nigcTasi
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
0OCTaTO4HOro
3BiTY KomiTeTy
thapmakoHarnag,
Y 3 OLjiHKM
pW3KKiB LLIOAO
aitoyoi
peyoBVHN
Epoetin Alfa.
Pestome Mnany
ynpasniHHA
pu3nkamm
Bepcis 19.1
[0A3€ETbCA.
26. | BITYB® isoniazid i3oHiasngy | JO4ACO | posuuH gns TOB "lOpis- | YkpaiHa TOB "lOpis- YkpaiHa BHECEHHS 3MiH 3a UA/13377/01/01
1 iH'ekuin, 100 dapm” Papm” no peyenmom
Mr/mn; no 5 mny peecTpauinHux
chnakoHi; no 10 marepianis:
a6o no 30 3Mminu | TNy -
donakoHIB y naui; 3MiHV Wwoao
no 5 mn B amnyni; 6e3nekn/edekTn
no 5 amnyny BHOCTI Ta
KOHTYPHili thapMakoHarnag,
YapyHKOBIl y. 3MiHa y
ynakoBLij; no 2 KOPOTKili
KOHTYpPHI XapakTepucTuui
YapyHKOBI nikapcbKoro

ynakoBku B naqu,i

3acoby, TeKCTi
MapKyBaHHS Ta
IHCTpYKUii gns
MeAn4yHOro
3acTocyBaHHS
Ha nigcTasi
perynspHo
OHOBJ/IOBAHOIO
3BITYy 3 6e3neku
nikapcbKoro
3acoby, abo
nocnigpkeHns 3
6e3nekn
3acTocyBaHHs
nikapcbKoro
3acoby B
nicnsipeecTpadii
HWi1 nepiog, abo
AK pesynbTart
OLjiHKM 3BITY 3
[OCNIAKEHD,
npoBeAeHUX
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BignoBigHO A0
nnaxy
negjiaTpuyHmx
nocnimpKeHb
(PIP) (3miHy
Y3rOpKeHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
OopraHom).
3MiHU BHECEHO
[0 iHCTPYKUT
AN MegnyHoro
3aCTOCYyBaHHA Y
posginu
"OcobnueocTi
3aCTOCyBaHHA",
"MoGiuHi
peakuyji” Ta
KOpPOTKOT
XapakTepucTuku
nNiKapcbKoro
3acoby y
po3ginu "4.5.
Oco6nuBi
3acTepeXeHHs
Ta 3anobixHi
3axoam npm
3acToCcyBaHHI",
"4.9. Mo6iyHi
peakuji"
BiAgNoBigHO A0
OHOB/IEHOT
iHchopmawii 3
6e3neku gjroyoi
peyoBUHY.
BBegeHHs 3MiH
npotarom 6
MicauiB nicns
3aTBEPAKEHHS.

27.

BIHMOLUETUH-
ACTPA®APM

vinpocetin
e

BiHNOLETH
H

NO6BX1
8

TabneTkn no 5 mr;
no 10 TabneTok y
6nictepi; no 2,
abo no 3, abo no 5
6nictepiB y
KOpo6Lli 3 KapTOHY

TOB
"ACTPA®A
PM"

YKkpaiHa

TOB
"ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
TexHiuHa
nomwuska (3rigHo
Haka3y MO3 Big
23.07.2015 Ne
460).

3a
peyenmom

UA/5622/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BunpasneHo
TEXHIYHY
NoMUsIKy B
TekcTi
MapKyBaHHsI
ynakoBKuM

nikapcbKkoro
3aco6y y NyHKTI
«KINBbKICTb
JillleSle]]
PEYOBWHW»,
JonyLery npu
npou,ep.ypi_
BHECEHHS 3MiH
(Haka3z MO3
Ykpainu Big 13
KBiTHI 2026 p. Ne
498), a came:
nponyLeHi
oAnHULI
BMMIpIOBaHHSA 3a
cuctemoto Sl.
3ATBEPO)KEH
O:
(BTOpUHHA
ynakoBka)
2. KINbKICTb
JilllelSle]]
PEYOBUHN
1 Tabnetka
MICTUTb
BIHNOLETUHY 5
mr
(nepBuHHa
ynakoBka)
2. KINbKICTb
JilllelSle]]
PEYOBUHN
1 Tabnetka
MICTUTb

mr
AHO:

(BTOPYHHA
ynakoBka)

BIHNOLETUHY 5

2. KUIbKICTb

3AMNPONOHOB

Jitoyoi
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
PEYOBUHN
1 Tabnetka
MICTUTb
BiHMOLETUHY 5
mr (mg)
(nepBuHHA
ynakoBka)
2. KINbKICTb
JillleS[e]]
PEYOBUHN
1 Tabnetka
MICTUTb
BiHMOLETUHY 5
mr (mg)
28. | BIOAIH povidone- | noBigoH- DO8A PO3YUH HALLKIpHWIA MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 6e3 nionsi2ae UA/19094/01/01
iodine nop, G02 100 mr/mn; akuioHepHe akuioHepHe 0o peyenma
no30mMny TOBapuCTBO TOBapuCTBO peecTpaviiHnx
chnakoHi, no 1 hapmaneBT thapmavneBTMyHa Marepianis:
donakoHy, nNyHa habpuka 3MiHu | TUny -
YKYnopeHomy thabpuka «Biona» 3MiHM 3 SKOCTi.
KPULLKOIO- «Biona» [oToBMIA
nineTkoto, y nauuj; nikapcbkuii
no 30 mny 3aci6. Cuctema
chnakoHi, no 1 KOHTeliHep/3aKy
chnakoHy, noptoBasbHU
yKynopeHomy 3aci6. 3miHa 'y
KPULLKOIO, y navui NepBUHHIN
3 KPULLIKOHO- ynakoBLi
nineTKoo; roToBOro
no 100 mny nikapcbKoro
dhnakoHi, no 1 3aco06y (iHLwi
dnakoHy, 3MiHM) -
yKyrnopeHomy JopasaHHsA
HacagKoto Ta HOBUX TUMIB
KPWLLKOO, Y nauui; 3aKynoproBasibH

no 1000 mny
donakoHi,
yKynopeHomy
KpULLKO abo
npo6koto-
KpanesbHULE Ta
KPYLLIKOIO;

no 2000 mny
doNakoHi,

YKYNopeHomy
KPULLIKOIO

nx 3acobiB Ans
hnakoHy Tuny
®BIM-30, a
came:1. Minetka
3 Kpuwkoto 2.
Kpuwika.
[itoua pepaxkuis:
3akynoptoBasibHi
3acobu gns
dhnakoHy Tuny
PBI1-30:
1. MineTka 3
KPYLLIKOHO:
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Bupo6Huk

KpaiHa

PeecmpayjitiHa

Ymosu

Peknamys

Howmep

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

BUPOGHUKa

npoyedypa

Bionycky

aHHS**

peecmpayitiHo
20
nocsioYeHHs

Haszsa*

- Tyny 6.2 (TOB
«PapmMmalLL,
YkpaiHa),
- Tuny 18mm x
07.0 mm x L58
(Shandong
Pharmaceutical
Glass CO., LTD,
Kntaii)
MponoHoBaHa
pefakuis:
3akyrnoptoBasibHi
3acobu ans
h1akoHy Tuny
$BI1-30:
1. MineTka 3
KPWULLIKOHO:

- Tuny 6.2 (TOB
«PapmMmalLL,
YkpaiHa),

- Tuny 18mm x
07.0 mm x L58
(Shandong
Pharmaceutical
Glass CO., LTD,

Kutaid),
- Tuny PP-SC18-
TE-0157 (TOB
«PapmMmalLL,
YkpaiHa),
- nineTka 3
KPULLIKOO
(Ningbo
Yongxiang
Plastics Industry
Co., LTD,
Kutaid).
2. Kpywka:
Kpuika Kd2-1
(NAT «®ipma
Eninc»
YKpaiHa).
BBefieHHs 3MiH
npoTArom 6-Tu
MicauUiB micns
3aTBEPAKEHHS.
3MiHu | TUny -

3MiHM 3 SIKOCTi.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
loToBMIA

nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3akKy
noproBasIbHWA
3aci6. 3miHa y
NepBUHHIl
ynakoBLi
roToBOro
nikapcbkoro
3aco6y (iHLi
3MiHN) -

JopasaHHA

[BOX HOBUX

TVNIB NINETOoK 3
KpWILLKOIO Ans
KomnekTavuji
dhnakoHy Tuny

®BI-30, a

came: nineTka 3
KPWLLIKOO TUN
PP-SC18-
TE-0157 Ta
KpULKa 3i
CK/ISHOIO
nineTKo.
3arBepaKeHo:

1. MineTka 3
KpULLKOHO (TvN

6.2) (BMpOGHMK
TOB
«®apmMmMalL»,
YkpaiHa)

2. NineTka 3
KpULLKOHO (TvN
18mm x 07.0

mm x L58)
(BupobHuk
Shandong
Pharmaceutical
Glass CO., LTD,
Kntaii)
3anponoHoBaHo:

1. MineTka 3
KpULLKOHO (Tvn

6.2) (BMPOGHMK

TOB
«PapmMmaLl»,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

YkpaiHa)

2. NineTka 3
KpULLKOHO (Tvn
18mm x 07.0

mm x L58)

(Bupo6HuK

Shandong
Pharmaceutical
Glass CO., LTD,
KuTait)

3. MineTka 3
KpuLKoo(Tun
PP-SC18-
TE-0157
(BupobHuk TOB
«®apmmall»,
YkpaiHa)

4. Kpuwka 3i
CK/ISHOIO
nineTkoto(Bupo6
HUK
NingboYongxian
gPlasticsIndustr
yCo., LTD,
KuTait)
3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3akKy
noproBasIbHWA
3aci6. 3miHa y
NepBUHHIl
ynakoBLi
roToBOro
nikapcbkoro
3acoby (Tvn
KOHTelHepa abo
[0AaBaHHSA
HOBOrO
KOHTelHepa) -
Teepai, M'siki Ta
HecTepusbHi
piaki nikapcobki
dhopmm -
JopaBaHHA
HOBWX TUMIB
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

donakoHiB 3
KOMMekTaLjieto
BigNoBigHUM
TMNom
3aKynopBasibH
oro 3acoby, B
pesynbTaTi
AKOro
3anponoHOBaHo
2 HOBMX BNAN
nakyBaHHS
roToBOro
nikapcbkoro
3acoby:
[itoua pepaxkuis:
YTAKOBKA
Mo30mMny
nosniMepHi
donakoHwu,
YKyMNOpeHi
KpyLLKamm-
nineTkamu.
Mo 100 mny
nosniMepHi
donakoHwu,
YKyMNOpeHi
Hacajkamm Ta
KpyLLKaMK.
Mo 1000 mn y
nosniMepHi
donakoHwu,
YKyMNOpeHi
Kpuwkamm abo
KpanenbHULAMN
Ta KpuLLKamu.
Ha donakoHu
HaknereTbCs
eTuKeTKa.
KoxeH chnakoH
no 30 mn a6o no
100 mn pasom 3
iHCTpYKUji€eto ans
MeAn4yHOro
3acTOCyBaHHSA
nomilaTb y
KapTOHHY nauky.
Maukn abo
1akoHM No
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Ymosu

Peknamys

Howmep

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiiiHa
npoyedypa

Bionycky

aHHsT**

peecmpayitiHo
20
nocgioyeHHs

Haszsa*

1000 mn 3
BiANOBIAHOO
KINbKICTIO
iHCTPyKLUi ans
MeANYHOro
3aCcTOCyBaHHsA
noMiwatoT y
rpynosy
ynakoBKy.
MponoHoBaHa
pefakuis:
YMAKOBKA
Mo 30mMny
nonimepHi
dhnakoHm,
YKYMOpeHi
KpuLLKamm-
nineTkamu, abo
KpuLLIKamu.
Mo 100 mny
nosniMepHi
hakoHu,
YKynopeHi
HacajKamu Ta
KpuLLIKamu.
Mo 1000 mny
nosniMepHi
hakoHu,
YKynopeHi
KpuLKamun abo
npo6kamu-
KpanenbHULAMM
Ta KpULLKamu.
Mo 2000 mn y
nonimepHi
dhnakoHm,
YKYMOpeHi
KpuLLKamu.
Ha dpnakonm
HaK/1eeTbLCA
eTuKeTKa.
KoxeH chnakoH
no 30 mn,
YKynopeHuii
KpuLIKamm-
nineTkamu, abo
thnakoH no 100

MJ1 pa3omMm 3
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Ne Ha3ssa MixHapoo Ha3ssa Koo ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
IHCTpYKLUieo ans
MeauyHoro
3acTOCyBaHHS

3aKynoptoBasIbH

noMiwatoTb y
KapTOHHY nauky.
KoxHwuin donakoH

no 30 mn,

YKyNOpeHuii
KPWLLIKOIO, pa3om
3 IHCTPYKLi€t0
AN MegnyHoro
3acToCyBaHHSA
Ta KPULLIKOtO-

nineTkoro
nomilaTb y
KapTOHHY nauky.

Maukn abo
dhnakoHu no
1000 mn, a6o no
2000 mn 3
BignoBigHOO
KiNbKiCTHO
iHCTpYyKLi ons
MeAn4YHOro
3acTocyBaHHS
nomiwatoT y
rpynosy
yNaKkoBKy.

3aTtBepakeHo:
Twnu cpnakoHis:
®BI1-30
Komnnekrauis

nx 3acobis
MineTtka 3
KpULLKOHO (Tvn
6.2)
MineTtka 3
KpULLKOHO (Tvn
18mm x 07.0
mm x L58)
®BI1-100-M

Hacapka tuny
H-K2 + Kpuka
K-K2
F.01.PN.44.010
Kpuwka KS TG

44
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

M-030
Komnnekr:
npobka-
KpanenbHULA
M-029 + KpuLuka
D-058
3anponoHoBaHo:
Tunu dnakoHis
®BIM-30
Komnnekrauis
3aKynoptoBasibH
nx 3acobis
MineTtka 3
KpULLKOHO (TvN
6.2)
Minetka 3
KpULLKOHO (TvN
18mm x 07.0
mm x L58)
MineTtka 3
KPWLLIKOIO TUny
PP-SC18-
TE-0157
MNinetka 3
KPYLLIKOO
Kpuwka Kd2-1
®BIM-100-MN
Hacapka tuny
H-K2 + Kpuwka
K-K2
F.01.PN.44.010
M-030
Kpuwka KS TG
44
Komnnekr:
npobka-
KpanenbHULA
M-029 + kpuLuka
D-058
®k-30
(FSC18-3-0177)
Kpuwka SC18-
TE-0021-01
[enbta
Kpuiuka 3
KOHTpOnem
nepLuoro
BIAKPUTTSA TUNY
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
B-48
3MiHV BHECEHO
B po3gin
"Ynakoska" B
IHCTpYKLUito Ans
MeZNYHOro
3acToCyBaHHs

(eCTD Bepcis
0004) y 3B'A3Ky 3
JofaBaHHAM
HOBUX TUMIB
KOHTEeWHepiB Ta
AK HACNIJOK -
3aTBEPAKEHHS
TeKCTy
MapKyBaHHS
yNakoBKW A71A
LMX KOHTEeHepiB
(eCTD Bepcisa
0004).
BBegeHHs 3MiH
NpoOTArom 6-tn
MicauiB nicns
3aTBEPKEHHS.
3MiHu | TNy -
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. Cucrtema
KOHTeliHep/3aKy
noproBasbHWiA
3aci6. 3miHa
noctavyaibHuKa
nakyBaslbHUX
marepianis abo
KOMMNIEKTYUmNX
(aKwo
3a3HayeHo B
00CbeE) (3amiHa
abo fofaBaHHA
nocTavasibHuKa)
- JlopaBaHHsA
HOBUX
nocTavasnbHuKIB
KPULLOK-MINETOK.

[Jitoua pepakuis:

1. TOB
«Papmmarl»,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

YkpaiHa
2. Shandong
Pharmaceutical
Glass CO., LTD,
KuTaii
[MponoHoBaHa
pejakuis:

1. TOB
«PapmMmmMalLL»,
YkpaiHa
2. Shandong
Pharmaceutical
Glass CO., LTD,
KuTaii
3. Ningbo
Yongxiang
Plastics Industry
Co., LTD, KuTaii
3MiHu | THny -
3MiHu 3 aKOCTi.
[oToBwiA
nikapcbkuii
3aci6. Cuctema
KOHTeWHep/3aky
noproBasbHWA
3aci6 (iHwi
3MiHN) -
JopasaHHA
HOBOI chopmu
BUMYCKY
nikapcbKkoro
3acoby ans
06'emy 30 mn B
3B'A3KY 3
[0faBaHHAM
HOBOrO TUMy
3aKynopoBaUsIbH
oro 3acoby ans
dhnakoHy Tuny
®BMM-30 (a
came, KpuLLIKu),
3 NOAA/IbLLO
KoMnekTaLjieto
dnakoHy
$BI1-30,
yKyrnopeHomy
KPULLKOIO,
KPYLLIKOHO-
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

nineTko, ska

BKNAJAEThCA B

nauky 3
dhnakoHOM
OKpemo.

[itoua pepaxkuis:

Mo 30mMny
chnakoHi, no 1
chnakoHy,
yKyrnopeHomy
KPULLIKOO-
nineTkoto, y
nauui;
no 100 mny
dhnakoHi, no 1
dhnakoHy,
YKynopeHomy
Hacagkow Ta
KPULLIKOHO, Y
nauu,
no 1000 mny
hNakoHi,
YKynopeHomy
KpULLIKOK abo
KpanenbHULEe
Ta KPULLIKOHO.
MapkyBaHHsA
YKpaiHCbKO0
MOBOI0.
[MponoHoBHa
peakuis:
Mo30mMny
thnakoHi, no 1
dhnakoHy,
YyKynopeHomy
KPYLLIKOtO-
nineTkoto, y
nauu;
no 30 mny
thnakoHi, no 1
donakoHy,
YKyrnopeHomy
KPULLIKOHO, Y
nauui 3
KPYLLIKOtO-
nineTKo;
no 100 mny
donakoHi, no 1
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

dhnakoHy,
YKynopeHomy
Hacagkow Ta
KPYLLIKOHO, Y
nauu;
no 1000 mny
hNakoHi,
YyKynopeHomy
KpULLIKO abo
npo6koto-
KpanesnbHuULeto
Ta KPYLLIKOIO;
no 2000 mny
dnakoHi,
YKyrnopeHomy
KPYLLIKOHO.
MapkyBaHHs
YKpaiHCbKOI0
MOBOIO.
Bepcia MKA
eCTD (0005)
3MiHV BHEeceHo
B po3gin
"YnakoBka" B
IHCTPYKLi0 oNns
MefNYHOro
3acToCyBaHHSA
(eCTD Bepcisa
0004) y 3B'A3KY 3
fofaBaHHAM
HOBWX TUNIB
3aKynoptoBasibH
UX 3ac006iB Ta K
Hacnigok -
3aTBEPAKEHHSA
TeKCTy
MapKyBaHHS
ynakoBkn Ans
LiMX yNnakoBOK
(eCTD Bepcisa
0004).
BBegeHHs 3MiH
NpoOTArom 6-Tn
MicauiB nicns
3aTBEPKEHHS.
3MiHu | TNy -
3MiHu Wwoao
6e3nekn/echektu
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BHOCTI Ta
hapMakoHarnag,
y (iHWi 3MiHN) -
OHOBNEHO TeKCT
MapKyBaHHS
nepBUHHOI Ta
BTOPUHHOI
ynakoBKM
nNikapCcbKoro
3acoby (eCTD
Bepcis 0004).
BBegeHHs 3MiH
NpoOTArom 6-tn
MicauiB nicns
3aTBEPAKEHHS.
29. | BONIbTAPEH® | diclofenac | guknoceH | MO1ABO | cynosuTopii no 25 Hosapric LBeiiua Oendapm PpaHuin BHECEHHS 3MiH 3a UA/9383/01/01
ak HaTpito 5 Mmr; no 5 Papma Al pis XtoHiHr C.A.C. o peyenmom
CynosuTopiie y peecTpauiiHux
cTpuni; no 2 mMaTtepianis:
CTpUMM B KOpoobLi 3MiHu | TUny -
3 KapTOHY 3MiHM 3 SKOCTi.

A®I. KoHTponb
Adl. 3miHa y
mMeTogax
BUNPOBYBaHHSA
Adl abo
BUXiQHOTO
martepiany/npom
DKHOro
npoaykty/peare
HTY, WO
BUKOPWCTOBYETb
cA 'y npoueci
BUpPOGHMLTBA
A®| (iHWi 3MiHN
y MeTogax
BUNPOBYBaHHSA
(BKKOYAOUM
3amiHy abo
[ONOBHEHHS)
Adl abo
BMXigHOro/npomi
XKHOTO NPOAYKTY)
3amiHa meToay
BWU3HAYEHHS
po3mipy
YacTVHOK 3
NOBITPSIHO-
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
CTPYMVHHOTO
cuta (AJS) Ha
nasepHy
andopakuiio
(LLD) ans
aitoyoi
peyoBVHN
AvknodeHak
HaTpito
BMpPOOHUKaA
Unique
Chemicals,
India.
30. | BO/IbTAPEH® | diclofenac | guknoceH | MO1ABO | cynosuTopii no 50 HosapTic Lselina [endapm dpaHuis BHECEHHS 3MiH 3a UA/9383/01/02
ak HaTpito | 5 mr; no 5 dapma Al pis XtoHiHr C.A.C. no peyenmom
CynosnTopiis y peecTpauinHux
cTpvni, no 2 marepianis:
CTpVNV B KOPOOGL 3Mminu | TNy -
3 KapTOHY 3MiHUM 3 AKOCTI.

A®|. KoHTposb
A®l. 3miHa y
mMeToaax
BMNPOOYBaHHSA
Adl abo
BUXIQHOTO
martepiany/npom
KHOrO
npogaykTy/peare
HTY, WO
BUKOPVCTOBYETb
cAa 'y npoueci
BMPOGHMLITBA
A®I (iHWi 3MiHN
y MeTogax
BMNPOOYBaHHSA
(BK/THOYALOUM
3aMiHy a6o
[ONOBHEHHS)
Adl abo
BUXigHOro/npomi
XXHOTO NPOAYKTY)
3amiHa meTogy
BWU3HAYEHHS
po3mipy
YacTUHOK 3
NoBITPSIHO-
CTPYMUHHOTO
cuta (AJS) Ha
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
nasepHy
AvdppakLito
(LLD) pns
aitoyoi
peyoBuHN
AviknodpeHak
HaTpito
BMPOGHUKA
Unique
Chemicals,
India.
31. | BOIbTAPEH® | diclofenac | guknodeH | MO1ABO | cynosuTopii no HoBapTic LBerua [Lendapm ®paHLis BHECEHHS 3MiH 3a UA/9383/01/03
ak HaTpito 5 100 mr; no 5 dapma Al pis XtoHiHr C.A.C. 0o peuyenmom
CynosuTopiie y peecTpauinHnx
cTpuvni, no 1 Marepianis:
CcTpuny B KOPO6Li 3MiHu | TNy -
3 KapTOHY 3MiHM 3 SIKOCTi.

A®I. KoHTpob
AdI. 3miHa y
MeToAax
BMNPOOYBaHHS
A®l abo
BUXifHOTO
marepiany/npom
DKHOro
npogykty/peare
HTY, WO
BUKOPVCTOBYETb
€Ay npoueci
BMPOGHMLITBA
AP (iHWi 3MiHK
y MeTogax
BMNPOOYBaHHS
(BKKOYAOUM
3amiHy abo
[ONOBHEHHS)
A®l abo
BMXigHOro/npomi
XKHOTO NMPOAYKTY)
3amiHa meToay
BWU3HAYEHHS
po3mipy
YacTUHOK 3
NnoBITPSIHO-
CTPYMVHHOTIO
cuta (AJS) Ha
nasepHy
andopakLiro
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
(LLD) ans
aitoyoi
peyoBVHN
avknoeHak
HaTpito
BMPOGHMKa
Unique
Chemicals,
India.
32. | TAPAACUN | Papilloma pekombiHa | JO7BMO | cycneHsia ans Mepk Wapni | LBeiya [na wnpuujs: CLIA/ BHECEHHS 3MiH 3a UA/13451/01/01
GARDASIL® virus HTHI 1 iH'ekuii, 1 abo 10 Joym IAEA pis BUPOBHMLTBO Higepnanan 0o peyenmom
BAKUVHA (human aHTUreHu: chnakoHis (no 0,5 rM6X Hepo3dacoBaHo [ ITanisa peecTpauiiHux
MPOTU BIPYCY | types 6, L1 6inok M (1 gosa)) y i roToBoi mMaTtepianis:
NAMIIOMA 11, 16, 18) | Bipycy KapTOHHIf NPOAYKLT, 3Minn | Tuny -
N anHN nanisiomu Kopo6ui; 1 abo 6 KOHTPO/Ib SIKOCTI, AOMiHICTpaTMBHI
(TniB 6, 11, NOANHN: nonepeaHL0 nepBuHHe 3MiHW. 3MiHa
16, 18) T™n 6, TMn HanoBHEHUX nakyBaHHsA, HaliMeHyBaHHs
KBAAPUBANE 11, Tun wnpuuis (no 0,5 BTOpPUHHE Ta/abo agpecwu
HTHA 16, Tvn 18 M (1 gosa)) y nakyBaHHS: Micus
PEKOMBIHAHT KomnaekTi 3 1 Mepk Wapn i NpoBaKEHHSA
HA rOIKOK Y Ooym NNC, BiSNIbHOCTI
KOHTYPHili CLA; BMpPO6HUKa/iMno
KOMIpKOBIi1 pTepa rotosoro
ynakoBLji B KOHTPO/Ib SIKOCTI, nikapcbKoro

KapTOHHI Kopo6Lyi BTOPUHHE 3acoby,
nakyBaHHs, BK/IOYAKOUN
[03BiN Ha [inbHUL
BUNYyCK cepil: BUNYyCKy cepil

Mepk Wapn i abo micue
Joym B.B., npoBefeHHs
Higepnaugu; KOHTPO/I0
AKOCTI.
[nsa donakoHis: (misnbHicTb, 3a
BUPOGHMLTBO AKy Bignosigae
Hepo3cacosaHo BMPOGHMK/iMNOp
1 rotosoi Tep, He
NpoAYyKLUiT, BK/OYaK4YM
KOHTPO/Ib SIKOCTI, BWMYCK Cepii)
nepBUHHE 3miHa
nakyBaHHs, HaViMeHyBaHHs
BTOPUHHE BMPOGHMKa,
nakyBaHHs: BignoBigasibHOro
MaTeoH ITanis 3a BUPOOHULITBO
C.n.A., lTanis; Hepo3chacoBaHO
BVPOGHMLTBO i rotosoi
Hepo3ghacoBaHo npoayKuii,
T rotToBOI KOHTPO/Ib SIKOCTI,
npoAayKuir, nepsuHHe
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
KOHTPO/Ib AKOCTI, nakyBaHHS
nepBuHHe nikapcbKoro
nakyBaHHs: 3aco6y. TepmiH
CimTpa HOC BBEAEHHS 3MiH
JNC, CWA; npotarom 6
BVPOGHMLTBO MicayiB nicns
Hepo3dacoBaHo 3aTBEPAKEHHS.
T rotosoi
NPOAYKLUi,
KOHTPO/Ib AKOCTI,
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs:
Mepk Wapn i
Joym JIN1C,
CLUA;
KOHTPO/Tb AKOCTI,
BTOPVHHE
nakyBaHHs,
[03BiN Ha
BUNYCK cepil:
Mepk Wapn i
Joym B.B.,
Higepnanan
33. | TEKCABIT - petnHony A11BA apace; no 50 AT YkpaiHa | AT "BITAMIHA" Ykpaina BHECEHHS 3MiH 6e3 UA/5225/01/01
auerar Opaxey "BITAMIHN" Jile] peyenma
(BiTaMiH KOHTElHepi peecTpauinHux
A), Tiaminy nnacTMacoBoMmy; marepianis:
rigpoxnop no 1 KoHTeiHepy B 3Minu | TUny -
ng, nauui; no 50 3MiHM 3 AKOCTI.
(BiTamiH Lpaxey Ceptucpikat
B1), KOHTeliHepi BignosigHocTI/l"
pubodnas naacTMacoBomy E-cepTudpikat
iH (BiTaMiH BiANOBIAHOCTI
B2), €Bponeicbkili
nipuaokcu thapmakonei/mo
Hy Horpadii.
rigpoxnop MogaHHsA HOBOrO
na ab0 OHOB/IEHOrO
(BiTamiH ceptudikata
B6), BignoBigHOCTI
kmcnota abo BUNYyYEHHSA
ackopbiHo ceptudikata
Ba BignoBigHOCTI
(BiTaMiH €Bponeiicbkili
C), thapmakonei:
HIKOTUHaMI ons Adl; ans
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€HTY/MPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOOHULITBI
ADl; ana
[LOMOMDKHOT
peyoBVHN
(ceptudhikat
BignoBigHOCTI
€Bponeicbkili
thapmakone) -
OHoBEeHWIA
cepTuadikaT Bif
yxe
3aTBEPKEHOr0
BMpPOGHUKa -
MopaHHA
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
hapmakonei
CEP 2013-165-
Rev 01
(3aTBEpPAXKEHO:
R1-CEP 2013-
165-Rev 00) gns
aitoyoi
peyoBUHN
nipuaoKCUHY
rigpoxnopug,
(BitamiH B6) Bif
3aTBEPKEHOr0
BMPOOHUKA
Jiangxi Tianxin
Pharmaceutical
Co., Ltd. 3miHu |
TMny - 3MiHu 3
AKOCTI.
CepTudpikat
signosigHocTi/l"
E-cepTtudpikart
BignoBigHOCTI
€Bponeiicbkili

chapmakonei/mo

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
4 BUXIQHOIO
martepiany/pear
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

@opma surycKy

(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

Horpadii. 3MiHu,
noB'A3aHi 3
HEeOoOXigHICTIO
npvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii Y
abo
€Bponeiicbkoil
chapmakonei,
abo iHwoi
HauioHaNbHOI
thapmakonei
aepxasun €C
(3miHa y
cneuudikauisix,
nos'A3aHa 3i
3miHamu B 1Y,
a6bo
€Bponeicbkili
thapmakonei,
abo iHwWii
HaLjioHaNbHIl
hapmakonei
Aepxasu €C)
MNpvBeaeHHs
cneuudpikawii Ta
MeTogiB
KOHTposito AdI
NipuaoKCUHY
rigpoxnopug
(Bitamin B6) y
BIANOBIAHICTb A0
BUMOT
MoHorpadii €,
a came:
BU/TYYEHHS
nokasHuka
AKOCTi "Badkki
meTann"

34.

FEMATE® N

Von
Willebrand
factor and
coagulatio
n factor
VIl in
combinatio
n

hakTop
Koarynauji
KpOBi
NOANHN
VI (FVII)
Ta haktop
hoH

Binne6paH

fa

B02BDO
6

NOPOLLIOK Ta
PO3UMHHIKK AN
NPUroTyBaHHA
pO3unHy Ansi

iH eKuili abo
iHcpysiii no 250

MO/600 MO; no 1

hnakoHy y
KOMNAEKTi 3 1

LICN BepiHr
M6X

Himeyun
Ha

BTOPVIHHE
nakyBaHHs1,
BUMYCK cepii;
BUPOGHMLTBO
PO3YMHHYKA:
LIC/T BepiHr
v6X,
HimeuunHa;
BMPOGHMUTBO

HimeyunHa

BHECEHHS 3MiH
ao
peecTpauiiHux
mMaTtepianis:
3MiHm | TUnY -
3MiHM 3 SKOCTi.
[oToBMIA
nikapcbknii
3aci6. 3MiHn y

3a
peyenmom

UA/20401/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
NOANHN chnakoHom 3 rotosoi BUPOGHMLITBI.
(VWF) PO3UYMHHUKOM nNikapcbKoi 3MiHM y npoueci
(Boga ans chopmu, BMPOGHMLITBA
iH'exuill) no 5 mny nepBuHHe roToBOro
chnakoHi Ta 1 nakyBaHHs, nikapcbKoro
NPVUCTPOEM ANA KOHTPO/Tb AKOCTI: 3acoby,
[ofaBaHHA LICN BepiHr BK/OYaK4YM
PO34YMHHMKA 3 v6X, NPOMIiXHUIA
BOyA0BaHUM HimeuunHa NpPOAYKT, Lo
inbTPOM 15 MKM 3aCTOCOBYETLCSA
(«Mix-2Vialtm npu
20/20») Ta 1 BMPOGHWLTBI
KapTOHHOIO roToBOro
yNakoBKOIo 3 nikapcbKoro
Habopom ans 3aco6y (iHLi
BHYTPILLUHbOBEHHOT 3MiHW)
0 BBeAeHHs (1 MNepeHeceHHs
0iHOpa3oBwii Bi3yaslbHOro
wnpwu, 1 ronka- KOHTPOSIO 3
MeTesnuk, 2 6ygaisni M305 go
Ae3iHdiKyroyi 6yaisni H69 Ta
cepBeTkn B pepakujinHe
iHAVBIAYabHUX BU/TyYEHHS 3
repMeTUYHUX po3giny 3.2.P.3.
ynakoskax Ta 1 No3HaYeHHs
HecTepubHWi Homepy 6yAaisni.
nenkonnactup) y PepakujiHi
KapTOHHI KopooLyi npaeku - Ans
BMNPOBYBaHHSA
nepBUHHOT
yNakoBKM 3aMiHa
nocunaHb Ha
IHCTPYyKLU,i
KoMnaHii
nocunaHHAMU
Ha Papmakonei
Ta Ha
BIANOBIAHICTb
MiXHapOAHVM
cTaHfapTam.

35. | TEMATE® N Von thakTop B02BDO | nopoluok Ta LICN Bepinr | Himeyun BTOPUHHE Himeuunna BHECEHHS 3MiH 3a UA/20401/01/02
Willebrand | koarynsuji | 6 PO3YUHHVIK 4K rM6X Ha nakyBaHHs, no peyenmom
factor and KpoBI NpUroTyBaHHs BUNYCK cepil; peecTpauinHux
coagulatio | noguHn PO34MHy oNs BUPOBHMLTBO MaTepianis:

n factor VI (FVII) iH ekuii abo PO3UYMHHNKA: 3Minu | TUny -
VIl in Ta haktop iHcpysiii no 500 LICN BepiHr 3MiHUM 3 AKOCTI.
combinatio | doH MO/1200 MO; no m6X, [oToBwiA

n Binne6paH 1 chnakoHy y HimeyuunHa; NiKapcbKuii
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
na KoMnnekTi 3 1 BVMPOGHMLTBO 3aci6. 3MiHM Yy
NOANHN h1akoHOM 3 roToBoi| BMPOGHULTBI.
(VWF) PO3YMHHVKOM nNiKapCcbKoi 3MmiHM y npoueci
(Boga ons dhopmu, BMPOGHMLITBA
iH'ekLiiA) no 10 mn nepBuHHe roToBOro
y donakoHi Ta 1 nakyBaHHs, nNikapcbKoro
NpUCTPOEM ANs KOHTPO/Tb AKOCTI: 3acoby,
[ofaBaHHA LIC/T BepiHr BK/toYaroumn
PO34YMHHMKA 3 v6X, NPOMKHUIA
BOYyOBaHUM HimeuyunHa NPOAYKT, WO
inbTpoM 15 MKM 3aCTOCOBYETbLCA
(«Mix-2Vialtm npu
20/20») Ta 1 BUPOGHULITBI
KapTOHHOIO roToBOro
yNaKoBKOIO 3 nikapCcbKoro
Habopom ans 3aco6y (iHLi
BHYTPILLHbOBEHHOT 3MiHW)
0 BBefeHHs (1 MNepeHeceHHa
ofHOPa30Buii Bi3yasibHOro
wnpuy, 1 ronka- KOHTPO/IO 3
MeTesnvK, 2 6yaisni M305 go
nesiHdikytoui 6yaisni H69 Ta
CepBeTkM B pepakujiiHe
iHOVBIAYabHNX BW/TyYEHHS 3
repmeTuYHNX po3giny 3.2.P.3.
ynakoskax Ta 1 no3HayveHHs
HecTepwuIbHUiA HoMepy 6yaiBi.
neikonnacTtup) y PepakujiiHi
KapTOHHI Kopo6Lyi npasku - ons
BMNPOOYBaHHS
nepBUHHOI
yNakoBKM 3amiHa
nocunaHb Ha
IHCTPYKUIT
KoMnaHii
nocuIaHHAMU
Ha ®apmakonei
TaHa
BiAMOBIAHICTb
MiXXHapOAHUM
cTaHgapTam.

36. | TEMATE® N Von thakTop B02BDO | nopoLuok Ta LICN BepiHr | Himeuun BTOpPUHHE Himeuunna BHECEHHS 3MiH 3a UA/20401/01/03
Willebrand | koarynsauii | 6 PO3YMHHWK ANs 6X Ha nakyBaHHS, 0o peuyenmom
factor and KpOBi NPUroTyBaHHA BWMNYCK Cepil; peecTpauinHnx
coagulatio | noguHn pO3uunHy ons BVPOGHMLTBO Marepianis:

n factor VI (FVII) iH ekuili abo PO3YMHHYKA: 3MiHu | TNy -
VI in Ta dhakTop iHcpy3in no 1000 LIC/T BepiHr 3MiHM 3 SKOCTi.
combinatio | doH MO/2400 MO; no 'mM6X, [oToBMIA
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
n Binne6paH 1 chnakoHy y HimeuuunHa; nikapcbkuii
na KoMmMekTi 3 1 BVPOGHMLTBO 3aci6. 3MiHN Y
NOANHN ch1akoHOM 3 roToBOiI BMPOGHWLTBI.
(VWF) PO3UYMHHUKOM nikapcbKoi 3MiHW y npoueci
(Boga ons dhopmum, BUPOGHMLTBA
iH’exuiii) no 15 mn nepBUHHE roToBOro
y thnakoHi Ta 1 nakyBaHHs, nikapcbKkoro
NPUCTPOEM ANS KOHTPO/Ib SIKOCTI: 3acoby,
[0 aBaHHA LIC/1 BepiHr BK/IIOYA0Un
PO34YMHHMKA 3 rv6X, NPOMKHUIA
BOyA0BaHNM HimeuunHa NPOAYKT, LLIO
inbTpom 15 MM 3aCTOCOBYETbCSA
(«Mix-2Vialtm npu
20/20») Ta 1 BMUPOGHULITBI
KapTOHHOIO roToBOro
yNaKkoBKOIO 3 nikapcbkoro
Habopom ans 3aco6y (iHLi
BHYTPILLHbOBEHHOT 3MiHN)
0 BBefeHHs (1 MNepeHeceHHs
ofiHOpa3oBui Bi3yaslbHOro
wnpwu, 1 ronka- KOHTPO/IO 3
MeTesnuk, 2 6yaisni M305 go
Ae3iHdiKyroyi 6yaisni H69 Ta
CepBeTKM B pepakuiiHe
iHAUBIAYaNbHUX BU/TyYEHHS 3
repMeTUYHUX posginy 3.2.P.3.
ynakoskax Ta 1 NO3HAYEHHS
HecTepubHUiA HOMepy 6yaiBni.
neikonnactup) y PepakujiiHi
KapTOHHI KOpo6Lyi npaeku - Ans
BMNPOOYBaHHS
nepBUHHOI
yNakoBKM 3aMiHa
nocunaHb Ha
IHCTPYKLU,iT
KomnaHii
nocunaHHAMU
Ha ®apmakonei
Ta Ha
BiAMNOBIAHICTb
MiDKHapOAHUM
cTaHgapTam.
37. | TPEFOPEN ticagrelor Tukarpeno | BO1AC2 | TabneTku, BKpUTI MicTtpan AHrniA ATtnanTik ®apma | MopTtyrania BHECEHHS 3MiH 3a UA/21063/01/01
p 4 NNiBKOBOIO Kenitan Mpoaycoew 0o peyenmom
o060s10HKO0, M0 90 | MeHemxMeH dapmaceyTikaLu peecTpauiiHux
Mr; no 14 T NimiTepq, C.A. mMaTtepianis:

Tabnetoky
6nicTepi; no 4

3Minn | Tuny -
3MiHM 3 SIKOCTi.
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Hassa

MixHapoo Ha3ssa Koo ®dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
6nictepy B nauuj 3 loToBMIA

KapTOHY

nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHULTBI.
3MiHa po3mipy
cepii
(BKNKOYALOUM
AianasoH
po3wmipy cepii)
roToBOro
nikapcbKoro
3acoby
(36inblUeHHs oo
10 pasis
MOPIBHSHO i3
3aTBEPMKEHNM
po3mipom)
BBOANTLCA
[04aTKOBWiA
po3mip cepii
162.0 kr (~ 540
000 TabneTok).

3aTBepaXeHo:
Batch size: 54.0
kg
Batch size:
32.40 kg (~ 108
000 tablets)
3anponoHoBaHo:
Batch size: 54.0
kg
Batch size:
32.40 kg (~ 108
000 tablets)
Batch size:
162.0 kg (~ 540
000 tablets)

3MiHu | TNy -
3MiHM 3 SKOCTi.
CepTtudikar
BignosigHocTI/T
E-cepTudpikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/mo
Horpadii.




Hassa

Koo

dopma sunycky

3assHUK

114
Kpaina
3as8HU

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Pexknamys
aHHS**

Howmep
peecmpayitiHo
20
nocsioYeHHs

n/n

Hasga
JliKapcbKo20
3acoby

MixxHapoo

HenameH
mosaHa
Hassa*

Ha diroyoi
peyosuHuU

ATX

(nikapcbka
thopma,
ynaxoska)

Ka

MogaHHA HOBOrO
a60 OHOBJ/IEHOMO
cepTudikata

niogpinisoBaHuii

MicTtpan

AHrnis

BignoBigHOCTI
a6o BUYYEeHHA
cepTudikata
BiANOBiAHOCTI
€Bponeicbkiit
chapmakonei:
ana A®l; ons

BUXIQHOTO

marepiay/pear
eHTY/NPOMKHOT
0 NPOoAYKTY, Lo
BUKOPUCTOBYIOTb

KOHTPOJ1b SAKOCTI

cay
BUPOGHULTBI
A®I; ans
[LOMOMDKHOT
peyYoBUHN
(ceptudpikat
BiANOBIAHOCTI
€Bponeicbkiit
chapmakone) -
OHOBNEHW
ceptudikar Big
yxe
3aTBEPKEHOr0
BMPOGHUKA -
nojaHHs
OHOBJ/IEHOTO
cepTudgpikata
BiNOBIAHOCTI
€Bponeicbkili
thapmakonei Ne
CEP 2021-333 -
Rev 02
(3aTBEpPAKEHO:
CEP 2021-333 -
Rev 01) ana A®I
Tukarpesnopy Big
3aTBEPIKEHOTO
BMpPOOHUKa
Nantong
Chanyoo
Pharmatech Co.,
Ltd, China

Icnanis/

BHECEHHS 3MiH

3a

UA/18452/01/01

38. | AANTOMILI/H-

daptomyci

AanToMium

JO1XX0
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BICTA n H 9 NOpPOLLOK AN Kenitan cepii (kpim ITania/ 0o peyenmom
pO34nHYy AN MeHepxmeH Mikpob6ionioriynn | Higepnanam peecTpauiiiHnx
iH'eKLin abo T Nlimiteq, X NMOKa3HWKIB) Ta Marepianis:
iHcpysiii no 350 wmr; BiANOBIgaIbHUI 3MiHu | TNy -
1 chnakoH y navuj 3a BUMYCK cepil: 3MiHM 3 SIKOCTI.
MEQLIYEM, C.A,, [oToBwMIA
IcnaHis; nikapcbkuii
BVPOGHMLTBO 3aci6. 3MiHN Yy
nikapcbkoro BMPOGHWLTBI.
3acoby, 3MiHW y npoueci
nepBuHHE Ta BMPOGHMLITBA
BTOPVIHHE roToBOro
nakyBaHHs, nikapcbkoro
KOHTPO/b AKOCTI 3acoby,
cepii: XIKMA BK/tOHaK4n
ITANIA C.NA, NPOMKHUIA
ITanis; NPOAYKT, LLIO
BTOPVIHHE 3aCTOCOBYETLCSA
nakyBaHHs: npu
Yoanak BMPOGHULITBI
Higepnangw, roToBOro
B.B., nikapcbKkoro
Higepnanamn 3aco6y (iHLwi
3MiHV) BBEAEHHS
[0AaTKOBOrO
nocTavyasnbHuka
MeMOpPaHHUX
inbTpIB
39. | OANTOMIUMH- | daptomyci | gantomiun | JO1IXXO | niocpinisoBaHuii Mictpan AHrnis KOHTPO/Ib AKOCTI Icnanis/ BHECEHHS 3MiH 3a UA/18452/01/02
BICTA n H 9 MOPOLLIOK ANs Kenitan cepii (kpim ITanis/ no peyenmom
pO34MHYy OoNs MeHepKmeH Mikpo6ionoriyuin | HigepnaHgm peecTpauinHux
iH'eKLjin abo T Nlimiteq, X NOKa3HWKiB) Ta marepianis:
iHcpysiii no 500 wmr; BiANOBIga/IbHUI 3Minu | TUny -
1 chnakoH y nauuj 3a BUMYCK cepil: 3MiHUM 3 AKOCTI.
MELIYEM, C.A., [oToBMIA
Icnanis; nikapcbkuii
BUPOGHMLTBO 3aci6. 3MiHn y
nikapcbkoro BMPOGHULTBI.
3acoby, 3MmiHM y npoueci
nepBuHHE Ta BMPOGHMLTBA
BTOPVHHE roToBOro
nakyBaHHs, niKapcbKoro
KOHTPO/1b SIKOCTi 3acoby,
cepii: XIKMA BKJ/THOYaA0UN
ITANA C.NA, NPOMKHUIA
ITanis; NPOAYKT, WO
BTOPUHHE 3aCTOCOBYETbCSA
nakyBaHHS: npu
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Yoanak BMPOOHULITBI
Higepnangn, roToBOro
B.B., nNiKapcbKoro
Higepnanan 3aco6y (iHLi
3MiHV) BBEAEHHSA
[0AaTKOBOTO
noctayanbHuKa
MeMO6paHHUX
QinbTpIB
40. | AEHIFMA® memantin MemaHTUH | NO6DXO | po3uvH gns TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 3a UA/17456/01/01
e y 1 opasibHOro "TNEQPAP PAPM", YkpaiHa no peyenmom
rigpoxnop 3acTocyBaHHs, 2 M AaTa" abo TOB peecTpauiiHux
ng, mr/mn, no 100 mn «NMEAPAPM marepianis:

PO3UMHY y
chnakoHi; no 1
dhnakoHy pasom i3
MipPHOIO JTOXKOH Y
KapTOHHil
ynakoBLi

NTO», YkpaiHa

3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbKnii
3aci6. KoHTponb
roToBOro
nNikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPOOYBaHHSA
roToBOro
nikapcbkoro
3aco6y (iHLi
3MiHM Y MeTogax
BMNpo6yBaHb
(BKKOYAOUM
3amiHy abo
[0NOBHEHHS))
CynyTHSA 3MiHa -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbKnii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneuudikawin
Ta/abo
[0MyCTUMNX
MeX roToBOro
nikapcbKoro
3aco06y (iHLwi
3MiHW) BHECEHHS
3MiH 3a
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

MOKa3HUKOM
«CynposigHi
LOMILLKM» B
cneuuagikauito
npv BUNYCKy Ta
HanpuKiHLi
TepMiHy
npugaTHocTi Ta,
K Hacnigok,
meToau
KOHTPO/IHO AKOCTI
BHAC/I4OK 3MiHN
npodinto
nomiwok B AdI
MemaHTUHY

rigpoxnopug

41.

JEMO-
MEAPON

methylpre
dnisolone

meTunnpe
[HI30/0HY
auetat

HO2ABO
4

cycnexsia ans
iH'ekuin, 40 mr/mn;
nolmny
chnakoHi; no 1
hakoHy B
KapTOHHI Kopo6Lyi

Mdparizep
IHK.

CLA

Mdparizep
MeHtochekvypuH
r benvria HB

Benbris

BHECEHHS 3MiH
ao
peecTpauinHux
marepianis:
3miHu Il Tuny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
thapMakoHarnag,
y. 3MiHN Yy
KOPOTKili
XapakTepucTuui
nikapcbKoro
3acoby, TeKCTi
MapKyBaHHA Ta
IHCTpYKUii gns
MeAnYHOro
3aCTOCYBaHHA Y
3B'A3KY i3
HOBUMU A@HVMU
3 SIKOCTI,
LOKMIHIYHUMK,
KMiHIYHUMUN
JaHumun Ta
JaHuMm 3
thapmakoHarnsg,
y - 3MiHU
BHECEHO 10
iHCTpyKLUIii pns
MeAnYHOro
3aCcTOCyBaHHS
niKkapcbKoro

3a
peyernmom

He
niosisieae

UA/10030/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

42.

3acoby fo
posginis
"Ocob6nuBi
3axoam
6e3nekun”,
"B3aemogis 3
HLWMMK
niKkapcbkumu
3acobamu Ta
iHLWIi BUAN
B3aemogiit",
"Oco6nuBoCTi
3aCTOCyBaHHA",
"Cnoci6
3acToCyBaHHSA
Ta fosun'.
BBefeHHs 3miH
npotsArom 9
Micauis nicnsa
3aTBEPAKEHHSA

AEMNPONTH®
IC

dexketopr
ofen

AeKkckeTon
pocheHy
TpomeTam
on

MO1AE1
7

MOPOLLIOK A5
opaU1bHOro
po3uuHy, 25
mr/go3y; no 2,51y
cauwle; no 10 cawe

y nauli 3 KapToHYy

ToBapucTso
3
[04aTKOBOO
BignoBigab
HICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[0aTKOBOO
BiANOBIgA/IbHICT
0 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHn | Tuny -
3MiHu Wwopao
6e3nekn/edekTn
BHOCTI Ta
hapMakoHarnag,
y. 3miHay
KOPOTKili
XapakrepucTumui
nikapcbKoro
3aco0by, TeKCTi
MapKyBaHHS Ta
iHCTpyKUii pns
MeAnYHOro
3aCcTOCyBaHHS
Ha nigcTasi
perynsipHo
OHOBJ/IOBAHOIO
3BITYy 3 6e3nekn
nikapcbKkoro
3acoby, abo
[ocnigpkeHs 3
6esnekn
3aCcTOCyBaHHS
niKkapcbKoro

3a
peyenmom

He
nionsizae

UA/20369/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3acoby B
nicnspeecTpawii
HWi1 nepiog, abo

AK pesynbTart
OLiHKV 3BITY 3
[OCNiAKEHD,
npoBeAeHunx
BiANOBIAHO A0
nnaxy
negiaTpuyuHmnx
LocnimpkeHb
(PIP) (3miHy
Y3ro[pKeHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO
80 IHCTpyKuUil
AN Megn4Horo
3acToCyBaHHS
nNiKapcbKoro
3acoby fo
po3ainis:
"Oco6nuBoCTi
3aCTOCyBaHHSA",
"MoGiuHi
peakuji" woao
6esnekn
3acToCyBaHHS
aitoyoi
peyoBVHN
nekcketonpode
H BiZNOBIAHO A0
pekoMeHAaLil
PRAC (eCTD
Bepcis 0004).
BBefeHHs 3MiH
NpPOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS

MKECIKA®

napaueta
MoJT;
fpoTtasep
UHY
rigpoxnop
na

A03DC

Tabnetkn, no 10
TabneTtoky
6nictepi; no 1 abo
3, abo 9 bnicTepis
Y KapTOHHIl
ynakoBLi

TOB
"TNELPAP
MATO"

Ykpaina

TOB "KYCYM
PAPM", YkpaiHa
a6o
TOB
"TNEA®APM
NTA", YkpaiHa

Ykpaina

BHECEHHS 3MiH
no
peecTpauinHux
marepianis:
3Minu | TUny -
3MiHUM 3 AKOCTI.
[oToBwiA
NiKapcbKuii

6e3
peyenma

nidnsieae

UA/12092/01/01
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Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

3aci6. 3MiHM Yy
BMPOGHULTBI.
3amiHa abo
BBEEHHS
[o4aTKoBOT
LinbHUL
BMPOGHMLITBA
[ONS YacTUHK
abo BCbOro
BMPOGHNYOTO
npotecy
roToBOro
nikapcbkoro
3acoby
(@inbHULSA, HA
AKIN
npoBOAATbLCA
6yab-AKi
BMPOGHUYI
cTagji, 3a
BUHATKOM
BUMNYCKY CepiiA,
KOHTPO/H0
AKOCTI,
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHs, Ans
HecTepuIbHMUX
NiKapCbKMX
3aco6iB) -
CynyTHS 3MiHa -
3MiHK 3 SKOCTi.
[oToBMIA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHWLTBI.
3amiHa abo
BBEJEHHS
[,04aTKOBOT
LinbHUU
BMPOGHMLITBA
AN YacTUHN
ab0o BCbOro
BMPOGHNYOTO
npouecy
roToBOro
nikapcbKoro
3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

(ginbHUUA ons
BTOPVHHOTO
nakyBaHHs) -

3MiHM 3 SKOCTi.

FoToBwiA
nikapcbknii
3aci6. 3MiHM Yy

BMPOGHULTBI.
3amina abo

BBEJEHHS
[o4aTKoBOT
LinbHUL

BMPOGHMLITBA
[ONS YacTUHK
abo BCbOroO
BMPOGHNYOTO

npouecy
roToBOro
nikapcbkoro
3acoby

(ainbHUUA Ans
NepBUHHOIO
naxkyBaHHs) -

BBEJEHHS
anbTepHaT1BHOr
0 BMPOGHUKa
TOB
«NEJPAPM>»,
YKkpaiHa,
BignoBigasIbHOro
3a

BVMPOGHMLTBO,
nepBuHHe Ta

BTOPVHHE
nakyBaHHs
nNikapCcbKoro
3acoby.

BBefieHHs 3miH

NPOTArom 6-Tn
Micauis nicnsa

3aTBEPKEHHS.
3Mminu | Tuny -

3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BMPOGHULITBI.
3miHa
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

iMnopTepa/amiHn
, L0 CTOCYOTbCA
BWMYCKy cepii Ta
KOHTPO/IHO AKOCTI
roToBOro
nNikapcbKoro
3acoby (3amiHa
ab0 fofaBaHHA
BMPOGHMKa, WO
Bignosigae 3a
BBE3EHHS
Ta/abo BMMNyCK
cepii) -
Bkntoyatoumn
KOHTPO/b/BMNPO
6yBaHHS cepii -
BBEJEHHS
anbTepHaTUBHOT
0 BUPOGHMKA
TOB
«NEOPAPM>,
YKpaiHa,
BiANOBIAa/IbLHOrO
3a KOHTPO/Ib Ta
BUNYyCK cepii
FN3. 3MiHn
BHECEHO B
IHCTpYKLi0 oNns
MefNYHOro
3acToCyBaHHSA
nikapcbKkoro
3acoby y
po3ginu
«B1po6HUK» Ta
«MicuesHaxomk
€HHS1 BUPOGHMKa
Ta agpeca micugd
NpoBaXEHHS
noro
LiSNbHOCTI», K
Hacnifok —
3aTBEPAKEHHS
TeKcTy
MapKyBaHHS
yrakoBKu
nikapcbKkoro
3acoby ans
[0AaTKOBOrO
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BMPOGHMKA.
BBefeHHs 3miH
NPOTArom 6-Tn

Micauis nicnsa
3aTBEPKEHHS.
3Mminu | Tuny -
3MiHV Wwoao
6e3nekn/ecektu
BHOCTI Ta
hapmakoHarnag,
y (iHWi 3MiHW) -
3MiHV BHECEHI B
TekcT

MapKyBaHHS

nepBUHHOT
(nyHkTH 1, 6) Ta

BTOPVHHOI

(nyHkTn 1, 16,
17) ynakoBoOK
nikapcbKoro
3acoby.

AVKNO®EHAK-
310POB'A

diclofenac

avknodeH
ak HaTpito

MO2AA1

ren1%;no30r
abo no 50 ry Ty6i;
no 1 Ty6i B
KapTOHHI Kopo6Lyi

TOBAPWCT
BO 3
OBMEXEH
oo
BIAMOBIZA
NbHICTIO
«KOPMOPA
LIS
«3[J0POB'A

»

YKkpaiHa

TOBAPWCTBO
3
OBMEXXEHOIO
BIAMNOBIJA/LH
ICTIO
«KOPMOPALIA
«3[JOPOB'SA»

YkpaiHa

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbknii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPOOYBaHHSA
roToBOro
nikapcbkoro
3acoby
(He3HayHa 3miHa
y 3aTBEPMKEHNX
MeToaax
BMNPOGYBaHHS).
He3HauHa 3miHa
y MeTogj
KoHTponto BEPX
[ONSA BU3HAYEHHS
nokasHuka
"CynpoBigHi

6e3
peyenma

UA/1539/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

LOMiLKK", a
came 3miHa y
NPUroTyBaHHI
PO3UMHY
NopiBHAHHA B,
BigNoBigHO A0
MoHorpadii EP
ans piroyoi
peyoBVHN
[unknodheHak
HaTpito

45,

ANKNO®EHAK-
DAPMEKC

diclofenac

aviknodeH
ak HaTpito

MO1ABO
5

cynosuTopii
pekTasnbHi, 100 wmr;
no 5 cynosuTopiis
y cTpuni; no 2
CTpUNM y navui 3
KapToHy

TOBAPWCT
BO 3
OBMEXEH
fo)le
BIAMNOBIJA
NBHICTIO
«KOPMOPA
L1
«3[]J0POB'A

»

YkpaiHa

TOB
"®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH
no
peecTpaviiHnx
Marepianis:
TeXHi4yHa
nomuska (3rigHo
Haka3y MO3 Big,
23.07.2015 Ne
460).
BunpasneHo
TEXHIYHY
NOMWIIKY B
po3gaini
"Oco6nmBoCTI
3acTocyBaHHA"
iHCTpyKUii pns
MeAnYHOro
3acToCyBaHHs
nikapcbKoro
3acoby, sika
6yna gonyLueHa
npu npoueaypi
3MiH, WO
3aTBEPMAKEHI
Hakazom MO3
Bif, 09.03.2026
Ne 298, a came
BU/TyYEHO
NOMMW/IKOBO
3a3HayeHy
nitepy "o".
3a3HayeHe
BUMPaB/IEHHS
Bignosigae
mMartepianam
peecTpauiiiHoro
[0CbE.

3a
peyenmom

UA/11697/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
46. | E3BOHEKCA® esomepra | esomenpa - Tabnetku AT YkpaiHa BankaHgapma Bonrapis BHECEHHS 3MiH - UA/16606/01/01
zole 305y KMLLKOBOPO3UNHHI "dapmak” OynHuus AT no
MarHito no 20 wr, in bulk: peecTpauinHux
avrigpat no 7 Tabnetok y MaTtepianis:
6nictepi 3Minn | Tuny -
3MiHM 3 SKOCTi.
Ceptudpikat
signosigHocTi/l"

E-cepTtudpikart
BignoBigHOCTI
€Bponeiicbkili
hapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudikaTa
BiANOBIAHOCTI
ab0o BUNyYEHHS
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ona A®l; ana
BUXiQHOTO
martepiany/pear
EeHTY/NPOMIXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[0NOMDKHOT
peyoBVHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBNEHWIA
cepTtudikaT Big,
yxe
3aTBEPKEHOr0
BMPOGHUKA -
noAaHHs
OHOBJIEHOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili

cdhapmakonei Neo
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

CEP 2014-333-
Rev 03
(3aTBEpAXKEHO:
R1-CEP 2014-
333-Rev 01) gns
aitoyoi
peyoBVHN
Esomeprazole
magnesium
dihydrate Big,
BXe
3aTBEPKEHOr0
BMpPOOHUKa
HETERO
DRUGS
LIMITED, IHgis

47.

E3OHEKCA®

esomepra
zole

e3omenpa
3051y
MarHito

avrigpat

TabneTkn
KMLLKOBOPO3UUHHI
no 40 mr in bulk:
no 7 Tabnetok y
6nictepi

AT
"®Gapmak”

Ykpaina

BankaHdapma
AynHuua AT

Bonrapis

BHECEHHS 3MiH
ao
peecTpauinHux
marepianis:
3MiHun | TUnY -
3MiHM 3 AKOCTI.
CepTtudikar
BignosigHocTi/l
E-cepTudpikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/mo
Horpadii.
lNopaHHA HOBOrO
a60 OHOBJ/IEHOIO
ceptudikata
BignoBigHOCTI
a60 BUTyYEHHSA
ceptudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIQHOTO
martepiany/pear
€HTY/MpPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOBOHULITBI
ADl; ans
[L0MOMIDKHOT

UA/16606/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

peyoBVHN
(ceptudhikat
BignoBigHOCTI
€Bponeiicbkili
thapmakone) -
OHoBEeHWIA
cepTuaikaT Bif
yxe
3aTBEPKEHOr0
BMpOGHMKa -
nogaHHs
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmaxonei Ne
CEP 2014-333-
Rev 03
(3aTBEpPAXKEHO:
R1-CEP 2014-
333-Rev 01) ans
aitoyoi
peyoBuHN
Esomeprazole
magnesium
dihydrate Big
BXe
3aTBEPAKEHOr0
BMPOGHUKA
HETERO
DRUGS
LIMITED, Ingis

48.

E3OHEKCA®

esomepra
zole

esomenpa
3051y
MarHito
avrigpat

A02BCO
5

TabneTku
KMLLKOBOPO3UUHHI
no 20 mr, no 7
TabneTtoky
6nictepi, no 2 abo
4 6nicTepn y nauui

AT
"®papmak”

YkpaiHa

AT "dapmak”,
YKpaiHa
(BUPOOHMLTBO 3
nakyBaHHs in
bulk chipmm-
BMPOGHMKA
BankaHdapma
AynHnua AT,
Bonrapis)

YkpaiHa

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHu | TUny -
3MiHM 3 SKOCTi.
CepTtudikat
BignosigHocTi/l
E-cepTtudikart
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.
MNogaHHA HOBOrO
ab0 oHOBNEHOrO
ceptudpikata

3a
peyenmom

UA/16607/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BignoBigHOCTI
ab0o BUNYyYEHHS
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
chapmakonei:
ona A®l; ana
BUXifHOTO

matepiany/pear
eHTY/NPOMKHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMUPOGHULITBI

A®l; ana
[LOMOMDKHOT
peyoBUHN
(ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakone) -
OHoBNEHWIA

cepTudikaT Big

yxe

3aTBepaXXeHoro

BMPOGHUKA -
noAaHHs

thapmakonei
CEP 2014-3
Rev 03

aitoyoi

BXe

HETE

OHOB/IEHOTO
ceptudikata
BignoBigHOCTI
€Bponeiicbkili

No
33-

(3aTBEpPAKEHO:
R1-CEP 2014-
333-Rev 01) ansa

peyoBVHN
Esomeprazole

magnesium

dihydrate Big

3aTBEPAKEHOO
BMPOGHMKaA

RO

DRUGS

LIMITED, Ingis




MogaHHA HOBOTO
ab0 OHOBJ/IEHOTO

BignoBigHOCTI
€Bponeiicbkili
hapmakonei/mo
Horpadii.

cepTudikaTa
BiANOBIAHOCTI
ab0o BUNyYEHHS
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ona A®l; ana
BUXiQHOTO
martepiany/pear
EeHTY/NPOMIXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[0NOMDKHOT
peyoBVHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBNEHWIA
cepTtudikaT Big,
yxe
3aTBEPKEHOr0
BMPOGHUKA -
noAaHHs
OHOBJIEHOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili

cdhapmakonei Neo

129
Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
49. | EBOHEKCA® esomepra | e3omenpa | A0O2BCO | TabneTku AT YkpaiHa AT "®dapmak”, YkpaiHa BHECEHHS 3MiH 3a UA/16607/01/02
zole 3051y 5 KMLLKOBOPO3YMHHI "®apmak” YKpaina 0o peyenmom
MarHito no 40 wmr, no 7 (BUPOOHNLTBO 3 peecTpauinHux
avrigpat Tabnetoky nakyBaHHs in MaTtepianis:
6nictepi, no 1 abo bulk dhipmu- 3Minn | Tuny -
no 2 abo 4 BMPOGHMKaA 3MiHM 3 SKOCTi.
6nictepu y nauui BankaHgapma Ceptudpikat
[ynHuus AT, signosigHocTi/l"
Bonrapis) E-cepTtudpikart
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

CEP 2014-333-
Rev 03
(3aTBEpAXKEHO:
R1-CEP 2014-
333-Rev 01) gns
aitoyoi
peyoBVHN
Esomeprazole
magnesium
dihydrate Big,
BXe
3aTBEPKEHOr0
BMpPOOHUKa
HETERO
DRUGS
LIMITED, IHgis

50.

ENIAEN®

pimecrolim
us

nimekponi
Myc

D11AHO

2

Kpem ans
30BHILUHLOTO
3acTocyBaHHsA 1
%;no15r,30r,
60ra6o 100ry
Ty6i; no 1 1y6i B

KOpOO6Li 3 KapTOHY

Biatpic
Xenckea
rmeX

Himeyun
Ha

MEJA
MeHblodhekuepm
Hr

®paHuis

BHECEHHS 3MiH
ao
peecTpauinHux
marepianis:
3MiHa 3asBHUKa
N3 (MIBM)
(BnacHvika
peecTpaLjiiHoro
NoCBIAYEHHS)
(3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460): 3MiHn
BHECeHi B
IHCTpYKLit0 oNns
MeAMYHOro
3acTocyBaHHSA
nikapcbKkoro
3acoby o0
[0AaBaHHSA
po3sginis
«3asBHUK»,
«MicuesHaxomk
€HHA 3asBHUKa».
BignosigHi 3MiHN
3asBHUKA
BHECEHO B TEKCT
MapKyBaHHS
yrakoBKu
nikapcbKkoro
3acoby.
BBegeHHs1 3MiH

3a
peyernmom

He
niosisieae

UA/7137/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

npotarom 12-tn
MicauiB nicns
3aTBEPKEHHS.
3MiHu | TNy -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapMakoHarnag,
y (iHWi 3MiHK)
(B. (x) IA).
OHoBNEeHHsA
TeKCTy
MapKyBaHHS
yNaKkoBKM
nNiKapcbKoro
3acoby, a came:
BUTYYEHHS
iHchbopmawii,
3a3HayeHoi
pocilicbkoto
MOBOIO,
BHECEHHS
pefakuiiHmux
npaBoK Mo
TEKCTy.
BBefieHHs 3miH
npotsarom 12-tn
Micauis nicnsa
3aTBEPKEHHS.
3Mminu | TUny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnag,
y. BBefieHHsa
ab60 3MiHM A0
y3araslbHeHnx
JaHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHSA
y3araslbHeHnx
JaHux npo
cuctemy
thapmakoHarnag,
Yy, 3MiHa
YMNOBHOBaXEHOT
ocobwm,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BignoBigasnbHOI
3a 3AjiICHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnag,
y 3asBHUKa A4NA
3[jACHEHHS
thapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHa Bif
YNOBHOBaXeHOI
ocobwm,
BigNoBigasIbHOI
3a 34jiCHEHHS
hapMakoHarnag,
VAGLGIEET R
KOHTaKTHI faHi)
Ta/abo 3MiHn y
PO3MiLLEHHI
MacTep-alina
cuctemu
thapmakoHarnag,
y). 3MiHa
KOHTaKTHUX
[aHnx
YNOBHOBaXeHOI
0cobu 3a8BHMUKA,
BigNoBigasIbHOI
3a
hapMakoHarnag,
. 3miHa
MicLe3Haxomxe
HHS1 MacTep-
thaiina cuctemm
hapmMakoHarnag,
y. 3MiHa micuga
3[iiCHEeHHS
OCHOBHOI
AiSNbHOCTI 3
thapmakoHarnag,
y.

51.

ENIAEN®

pimecrolim
us

nimekponi
MycC

D11AHO
2

Kpem ans
30BHILUHLOTO

3acTocyBaHHsA 1
%;no15r,30r,
60ra6o100ry

Biatpic
Xenckea
rm6X

Himeyun
Ha

MEJA
MeHblodhekuepm
Hr

®paHuis

BHECEHHS 3MiH
no
peecTpauinHux
MaTepianis:
3MiHu | TUny -

3a
peyenmom

UA/7137/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Ty6i; no 1 Ty6i B AAMiHiCTpaTUBHI

KOpo6Li 3 KApTOHY

3MiHW. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecu
Micus
NpOoBaMKEHHS
LifNIbHOCTI
BMPOGHUKA
(BKTrOYatouM, 3a
HeobxiaHOCTI,
micue
npoBefeHHs
KOHTPO/0
SKOCTi), abo
B/1aCHMKa
MacTep-aiina
Ha A®l, abo
noctadyasibHuKa
Adl/BnxigHoro
martepiany/pear
€HTY/MPOMiXHOT
0 NPOAYKTY, L0
3aCTOCOBYHOThLCSH
Y BUPOGHMLTBI
A®I (aKwo
3a3Ha4yeHo y
[0CbE Ha
nikapcbkuii
3acib) 3a
BiICYTHOCTI
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei y
3aTBEPLKEHOMY
[ocbe, abo
BMPOOHUKA
HOBOI
[LOMOMDKHOT
peyvoBUHY (AKLLO
3a3Ha4yeHo y
[OCbE) - 3MiHA
Ha3Bu
3apeecTpoBaHor
0 BUPOGHWMKA
A®l 3 Lek
Pharmaceuticals
d.d. Ha Novartis




®Popma sunycKy

3assHUK

134
Kpaina

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

(nikapcbka
thopma,
ynakoska)

3asisBHU
Ka

Pharmaceutical

nocsioyeHHs1

Manufacturing
LLC. Takox
BHECEHO
[0[aTKOBI
peakuiiHi
3MiHN Y
BUKNAAEHHS
agpecu, 6e3
3MiHU (haKTUYHOI
agpecu
BMPOGHULTBA:
3arBepaKeHo:
Lek
Pharmaceuticals
d.d.
Verovskova 57
1526 Ljubljana
Slovenia
Production site:
Lek
Pharmaceuticals
d.d.
Kolodvorska 27
1234 Menges
Slovenia
3anponoHoBaHo:
Administrative
address of
holder:
Lek
Pharmaceuticals
d.d.
Verovskova
Ulica 57
1526 Ljubljana
Slovenia
Production site:
Novartis
Pharmaceutical
Manufacturing
LLC
Kolodvorska
Cesta 27
1234 Menges
Slovenia
3MiHu | TNy -

ALMiHICTpaTUBHI
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3MiHN.
BunyyeHHs
BMPOGHMYOT
LinbHUU
(BKKOUAOUM
AinbHuUi ans
ADI, npomixxHOro
npoaykTy abo
roToBOro

nikapcbkoro
3acoby, finbHuL
AN NpoBefAeHHsA
nakyBaHHs,
BMPOGHMKA,
BiAnoBigasIbHOro
3a BUNyCK cepii,
micue
npoBefeHHs
KOHTPONIO cepii)
abo
noctajyaibHuKa
BUXiQHOIO
marepiany,
peareHTy abo
[LOMOMDKHOT
PEeYOBUHY (SIKLLO
3a3HayeHo y
[OCbE) -
BUTYYEHHS
BMPOGHMKaA
aitoyoi
PEYOoBUHM -
Novartis Pharma
Stein AG,
Schaffhauserstr
asse, CH-4332
Stein,
Switzerland.
3miHu | Tuny -
AAMiHiCTpaTUBHI
3MiHN.
BunyyeHHA
BMPOBHUYOT
OiNbHUL
(BK/THOYAOUM
AinbHuUi ans
AdI, npomixHOro
npoAaykTy abo
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
roToBOro

nikapcbKoro
3acoby, AinbHuULI
AN NpoBeAeHHs
nakyBaHHS,
BMPOGHVKa,
BignoBiganbHOro
3a BUNycK cepii,
micue
npoBefeHHs
KOHTPO/H0 cepii)
abo
noctayanbHuKa
BUXifHOTO
marepiany,
peareHTy abo
[0NOMDKHOT
PEYOBMHY (SIKLLO
3a3HayveHo y
[0OCbE) -
BunyyeHHA
BMPOOHUKA
aitoyoi
PEyoBUHM -
Novartis
Ringaskiddy
Ltd.,
Ringaskiddy,
Co. Cork,
Ireland. 3minu |
™ny -
AfMiHiCTpaTMBHI
3MiHN.
BunyyeHHs
BMPOGHUYOT
LinbHUL
(BKNKOYALOUM
AinbHUUi Ans
A®I, npomixHoro
npoaykty abo
roToBOro
nNikapcbKoro
3acoby, AinbHULj
NS NpoBeAeHHs
nakyBaHHS,
BMPOGHMKa,
BiANOBIAa/IbLHOrO
3a BMMNYCK cepi,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
micue
npoBeAeHHs
KOHTPO/H0 cepii)
abo
nocTtavyasibHUKa
BUXiQHOTO
marepiany,
peareHTy abo
[LOMOMDKHOT

peyvoBUHY (AKLLO
3a3Ha4yeHo y
[OCbE) -
BunyyeHHs
BMPOGHUKA
aitoyoi
PeyoBUHM -
Novartis Pharma
AG, Lichtstrasse
35, CH-4056
Basel,
Switzerland.
3MiHu Il Tuny -
3MiHM 3 aKOCTi.
AdL.
Brvpo6HuuTBO.
3miHa
BMPOGHMKa
BUXigHoro/npomi
XHOro
npoaykTy/peare
HTY, WO
BMKOPUCTOBYIOTb
cay
BMPOBHUYOMY
npoueci AdI,
abo 3miHa
BMPOOHUKA
(Bknoyatouu, e
HeobXiaHo,
micue
npoBefeHHs
KOHTPO/O
AKocTi) APl (3a
BiICYTHOCTI
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
hapmakonei y
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3aTBEPIKEHOMY
[0CbE)
(BBEAEHHSA
HOBOrO
BUpPO6HMKa ADI,
KON He
noaaeTbes
MacTtep-caiin
Ha A®I Ta wo
BUMarae 3HauyHoi
3MiHV A0
BignoBigHoro
po3giny focbe
Ha Adl) -
JopaBaHHA
anbTepHaTMBHOT
0 BMPOOHUKa
Novartis
Pharmaceutical
Manufacturing
LLC, CnoBeHist
0151 NPOMIXHOro
npoaykty A®l -
aCKOMILMHY
KpuctanizoBaHor
0 [0 BXe
3apeecTpoBaHor
0 BMPOGHUKa
Sandoz GmbH,
ABCTpist

52.

EBPO®EHAK

aceclofena
c

aueknoge
Hak

MO1AB1
6

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKOI0, MO
100 wmr, no 10
TabneToky
6nicTepi; no 3 abo
no 10 6nicTepis y
KapTOHHI Kopo6Lyi

Pisochapm
CA

LBeiiua
pis

PiBocpapm CA

LLiBeiiuapis

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3MiHm | TUnY -
3MiHM 3 SKOCTi.
Ceptucpikat
BignosigHocTi/l"
E-cepTudpikart
BignoBigHOCTI
€Bponecokiin
hapmakonei/mo
Horpadii.
MopaHHA HOBOTO
abo OHOBIEHOTO
ceptudikaTa
BiANOBIAHOCTI
ab0 BUIyYEHHS

3a
peyenmom

UA/19990/01/01
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KpaiHa

PeecmpayjitiHa

Ymosu

Peknamys

Howmep

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa

pe4dyoBsuUuHU

Hasga
diroyoi

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

BUPOGHUKa

npoyedypa

Bionycky

aHHS**

peecmpayitiHo
20
nocsioYeHHs

Haszsa*

cepTudikata
BiANOBIAHOCTI
€sponencokili
thapmakonei:
ana A®l; ana
BUXiQHOTO
martepiany/pear
EeHTY/NPOMIXHOT
0 NPOAYKTY, Lo
BUKOPUCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[I0MNOMiXKHOT
PEYOBUHY
(ceptudpikat
BiNOBIAHOCTI
€sponencokili
thapmakonei) -
Hoswii
ceptudikar Big,
HOBOrO
BMPOGHUKA
(3amina a6o
[IONOBHEHHSA)
noJaHHA HOBOrO
cepTudikara
BifNoBigHOCTI
€sponeicbkili
thapmakonei Ne
CEP 2023-072 -
Rev 00 ans Aol
aueknoderaky
Bifl HOBOrO
anbTepHaTVBHOT
0 BMPOGHWKa
HENAN
DONGTAI
PHARM CO.,
LTD., China

3a

UA/19899/01/01

53.

XOSEryg®

Drospiren
one and

ethinylestr
adiol

ApocnipeH
OH Ta
eTuHinecT

pagion

GO03AA1
2

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI No 3
mr/0,02 wmr; no 28
(24 Tabnetkn
POXEBOT0O KO/IbOPY
+ 4 TabneTkn

(nnaue6o) 6inoro

AT
"KUIBCbKM
"
BITAMIHH

1 3ABOA"

Ykpaina

KOHTPO/b cepii

Ta BUNYyCK cepii:

AT
"KUIBCbKN
BITAMIHHWA

3ABOA",
YkpaiHa,;

Ykpaina/
IcnaHis

BHECEHHS 3MiH
0o
peecTpaviiHnx
marepianis:
3Minu | TUny -
3MiHV Wwoao
6e3nekn/ecektu

peyernmom

BMPOGHMUTBO

BHOCTi Ta
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
KOMbopYy) Hepo3dghacoBaHo hapmMakoHarnag,
TabneToky T npoayku,i, y (iHWi 3MiHW)
6nictepi; no 1 nepBuHHA Ta 3MiHU BHECEHO
6nictepy pasom 3 BTOPVHHA B TEKCT
KapTOHHUM ynakoBka, MapKyBaHHS
dytnapom ans KOHTPO/Ib cepii yrakoBKu
36epiraHHsa Ta BUNYCK cepil: nikapcbKkoro
6nictepa, CiHgea ®apma, 3acoby oo
TUXKHEBUM C.J1., Icnanisa HasBHOCTI
KaneHgapem- KaneHgaps-
CTiKEpPOM Yy nauLli CTuKepa, a
TakKoX y MyHKT 6
nepBUHHOI
ynakoBKM
nNiKapcbKoro
3acoby (gogaHa
iHchopmavis
«undhpu Big 1 oo
28»). TepMiH
BBE/i€HHS 3MiH-
NPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHS.
54. | 30I0IM cefepime uedpenivy | JOIDEO | nopoLuok gns AAP O6'egHa CeHc IHAjs BHECEHHS 3MiH 3a UA/18353/01/01
rigpoxnop | 1 pO34MHYy aoNs PAPMA ®3- Hi Na6opaTtopic 0o peuyenmom
na iH'ekyjin no 1000 nnc Apabcbk Mer. N14. peecTpauinHnx
Mr, no 1 donakoHy i Marepianis:
Y KapTOHHiIl Emipatu TeXHi4yHa

ynakoBLi

nomuska (3rigHo
Haka3y MO3 Big,
23.07.2015 Ne
460).
BunpasneHo
TEXHIUYHY
NOMWIIKY B
po3gini "Cnoci6
3acTocyBaHHS
Ta fgosn"
iHCTpyKLUIii pns
MeAnYHOro
3acToCyBaHHs
nikapcbKoro
3acoby, sika
6yna gonyuieHa
npu npoueaypi
nepepeectpadii,
Lo
3aTBEpPAKEHA
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Hakaszom MO3
Big 03.12.2025
Ne 1838, a came
BipHO 3a3Ha4YeHOo
KiNbKIiCTb f03K Y
donakoHi B
Tabnuui
"BigHOBNEHWIA
06’em nepeg
BBeZleHHAM".
3a3HayeHe
BUMPaBEHHSA
Bignosigae
martepianam
peecTpaujiiiHoro
[0CbE.
55. | 30/IMIFrPEH® zolmitripta | sonmitpun | NO2CCO | TabneTku, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 3a UA/4796/01/01
n TaH 3 NAiBKOBOO "®Gapmak” no peyenmom
060/10HKOI0, MO peecTpauinHux
2,5 wmr, no 2 abo marepianis:
10 TabneTtok y 3Minu | TUny -
6nictepi; no 1 3MiHM 3 AKOCTI.
6nictepy y nauui 3 Ceptucpikat
KapToHY BignosigHocTI/l"
E-cepTudpikat
BiANOBIAHOCTI

€Bponeicbkili
thapmakonei/mo
Horpadii.
lNopaHHA HOBOrO
a60 OHOBJ/IEHOIO
ceptudikata
BignoBigHOCTI
a60 BUTyYEHHSA
ceptudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIQHOTO
martepiany/pear
€HTY/MpPOMiXHOT
0 NPOAYKTY, L0
BMKOPWCTOBYHOTb
cay
BMPOBOHULITBI
ADl; ans
[L0MOMIDKHOT
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

peyoBVHN
(ceptudhikat
BignoBigHOCTI
€Bponeiicbkili
thapmakone) -
Hoswii
ceptudikaT Big,
HOBOrO
BMPOGHMKa
(3amiHa abo
[ONOBHEHHS)
noJaHHA HOBOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
hapmakonei Ne
CEP 2018-177 -
Rev 02 ans
aitoyoi
peyoBUHN
Zolmitriptan
BUpOGHMKA Bif
HOBOrO
BMPOGHMKa
APITORIA
PHARMA
PRIVATE
LIMITED, Ingisa
(84ONOBHEHHS).

56.

30HIK

pregabalin

npera6ani
H

NO3AX1
6

Kancynm Teepai no
25 wmr; no 14
Kancyny énictepi;
no 2 abo no 4
6nictepu B
KapTOHHif
yrakoBLi

TOB
"KYCyM"

YkpaiHa

KYCYM
XENTXKEP MBT
N7

IHgis

BHECEHHS 3MiH
no
peecTpaviiHnx
Marepianis:
3MiHu | TNy -
3MiHM 3 SIKOCTi.
[oToBMIA
nikapcbkuii
3acio6.
CTabinbHicTb.
3miHa y
TepMiHax
npugaTHocTi abo
ymoBax
36epiraHHs
roToBOro
nikapcbKkoro
3acoby
(36ibLUEHHS

3a
peyenmom

He
nionsizae

UA/19526/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

TepMiHy
npugaTHocTi
roToBOro
nikapcbKkoro
3acoby) - Ana
TOprosoi
yMakoBKu
(nigTBEPAXYETHL
cA faHumm
peanbHOro
yacy).
36inbLUeHHs
TepMiHy
npugaTHocTi
rn3.
[Jitoua pepakuis:
TepmiH
npugaTHocTi. 2
poKm.
MponoHoBaHa
pefakuis:
TepMiH
npugaTHocTi. 3
pOKM. 3MiHK
BHECEHO B
IHCTpYKLUito Ans
MeAn4YHOro
3acTocyBaHHS
nikapcbKoro
3acoby y po3gin
"TepMmiH
npugaTHocTi".
BBegeHHs 3MiH
NpoOTArom 6-Tn
MicauiB nicns
3aTBEPAKEHHS

57.

30HIK

pregabalin

npera6ani
H

NO3AX1
6

Kancynv TBepai no
50 wr; no 14
Kancyn y 6nictepi;
no 2 a6o no 4
6nictepu B
KapTOHHil
ynakoBLi

TOB
"KYCymMm"

YKkpaiHa

KYCYM
XEMTXKEP MBT
nTp

IHais

BHECEHHS 3MiH
ao
peecTpauiiHux
mMaTtepianis:
3MiHn | TUny -
3MiHuM 3 SIKOCTi.
[oToBWMIA
nikapcbKnii
3aci6.
CT1abinbHICTb.
3miHay
TepMiHax

3a
peyenmom

He
niossieae

UA/19526/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

npmaaTHocTi abo
ymoBax
36epiraHHA
roToBOro
nikapcbKoro
3acoby
(36inbLUEHHS
TEPMiHY
npugaTHocTi
roToBOro
nikapcbKoro
3acoby) - Ans
TOprosoi
yNaKkoBKM
(nigTBEPOXYETHL
¢ AaHumm
peasibHOro
yacy).
36inbLUeHHs
TEePMiHY
npugaTHocTi
3.
[itoya pepakuis:
TepmiH
npugaTHocTi. 2
POKW.
[MponoHoBaHa
peakuis:
TepmiH
npugaTHocTi. 3
poku. 3MiHK
BHECEHO B
IHCTpYKLUilo Ans
MeAn4yHOro
3acTOCyBaHHS
nNikapCcbKoro
3acoby y po3gin
"TepMiH
npugaTHocTi".
BBefeHHs 3MiH
npoTArom 6-Tu
MicayiB nicns
3aTBEPAKEHHS

58.

3O0HIK

pregabalin

npera6ani
H

NO3AX1
6

Kancysm Teepgai no
25 wr; in bulk:
Ne5880 (14x 420)
no 14 kancyny
6nicTepi; no 420

TOB
"KYCyMm"

Ykpaina

KYCYM
XENTXKEP NBT
nTg

IHgis

BHECEHHS 3MiH
ao
peecTpauinHux
marepianis:

3MiHu | TUny -

UA/21061/01/01




145

KpaiHa

PeecmpayjitiHa

Ymosu

Peknamys

Howmep

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa

diroyoi
peyosuHuU

Hassa

Koo
ATX

@opma surycKy

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

BUPOGHUKa

npoyedypa

Bionycky

aHHS**

peecmpayitiHo
20
nocsioYeHHs

Haszsa*

6nictepiB y
KapTOHHI kOpOo6Lii

3MiHM 3 SKOCTi.
FoToBwUii
nikapcbknii
3aciob.
CTabinbHICTb.
3miHay
TepMiHax
npuaaTHocTi abo
ymoBax
36epiraHHA
roToBOro
nikapcbKoro
3acoby
(36inbLIEHHA
TepMiHy
npWAATHOCTI
roToBOro
niKapcbKoro
3acoby) - Ans
TOpProsoi
ynaKoBKu
(niaTBEpPOXKYETD
cs JaHnMun
peasibHOro
yacy).
36inbLUeHHs
TepMiHy
npWAATHOCTI
rn3.
[itoua pepaxkuis:
TepmiH
npuaaTHoCTI. 2
POKM.
MponoHoBaHa
pefakuis:
TepmiH
npuaaTHoCTI. 3
pokun. BeegeHHs
3MiH NPOTAroM
6-Tn micsauis
nicns
3aTBEPKEHHSA
BHECEHHS 3MiH

UA/21061/01/02

59.

30HIK

pregabalin

npera6anni
H

NO3AX1
6

Kancynu Teepgi no
50 wr; in bulk:
Ne5880 (14x 420)
no 14 kancyny
6nictepi; no 420

6nicTepiB y

TOB
"KYCymMm"

YKkpaiHa

KYCYM
XEMTXKEP MBT
nTp

IHais

o
peecTpaLiiHnx
mMaTtepianis:
3MiHn | TUny -

3MiHM 3 SIKOCTi.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

KapTOHHI KopooLyi

loToBwiA
nikapcbkuii
3aci6.
CrabinbHICTb.
3miHay
TepMiHax
npuaaTHocTi abo
yMOBax
36epiraHHA
roToBOro
nikapcbKoro
3acoby
(36inbLUEHHS
TEPMiHY
npugaTHocTi
roToBOro
nikapcbKoro
3acoby) - Ans
TOpProsoi
yNaKkoBKM
(nigTBEPOXYETHL
cA AaHumum
peasibHOro
yacy).
36inbLUeHHs
TEPMiHY
npugaTHocTi
3.
[itoya pepakuis:
TepmiH
npuaaTHoOCTI. 2
poKm.
[MponoHoBaHa
pejakuis:
TepMiH
npugaTHocTi. 3
poku. BBefeHHA
3MiH NPOTAroM
6-Tn micsiuiB
nicns
3aTBEPAKEHHS

60.

IHKECTA®

progestero
ne

nporectep
OH
MIKpPOHIi30B
aHui

GO3DA0
4

Kancynm mM'siki no
100 wmr, no 10
Kancyny énictepi,
no 3 6nictepu y
nauui

AT
"®papmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHu | TNy -
3MiHM 3 SIKOCTi.
Ceptucpikart

3a
peyenmom

UA/8926/02/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

BignosigHocTi/l

E-cepTudikart

BignoBigHOCTI

€Bponeiicbkili

thapmakonei/mo

Horpadii.
lNogaHHA HOBOrO
ab0o OHOB/IEHOTO

cepTudikata
BignoBigHOCTI
ab0o BUNyYEHHS

cepTudikata

BignoBigHOCTI

€Bponeiicbkili
chapmakonei:
ona A®l; ana
BUXifHOTO
matepiany/pear

eHTY/NPOMKHOT
0 NPoAyKTy, WO
BUKOPVCTOBYIOTb

cay
BMPOGHULITBI
A®l; ana
[LOMOMDKHOT
peyoBUHN
(ceptuddikat

HoBwi

HOBOro

BignoBigHOCTI
€Bponeiicbkili
thapmakone) -

BMpPOOHUKa
(3amiHa abo
[ONOBHEHHS)
nojaHHA HOBOTO
ceptudikata
BignoBigHOCTI
€Bponeicbkili
hapmakonei Ne
CEP 2023-385 -
Rev 00 gnsa
aitoyoi
peyoBVHN
Progesterone,
Micronised Big

cepTudikaT Big

HOBOIo




148

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BMpOoOHUKa LA
CHANDRA
PHARMALAB
PRIVATE
LIMITED
(AONOBHEHHS).
61. | IHKECTA® progestero | nporectep | GO3DAO | kancynum m'ski no AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 3a UA/8926/02/02
ne OH 4 200 mr, no 10 "®papmak” 0o peyenmom
MIKpPOHi30B Kancyn y 6nictepi, peecTpauiiHux
aHui no 2 6nicrepn y mMaTtepianis:

navu

3Minn | Tuny -
3MiHK 3 SKOCTi.
Ceptucpikat
BignosigHocTi/l"
E-cepTudpikat
BignoBigHOCTI
€Bponecokiin
hapmakonei/mo
Horpadii.
MopaHHA HOBOTO
ab0 OHOB/IEHOTO
ceptudikaTa
BiANOBIAHOCTI
ab0o BUNyYEHHS
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ansa A®l; gna
BUXiQHOTO
martepiany/pear
EeHTY/NPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
LOMOMDKHOT
peyoBVHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
Hosuii
cepTudikaT Big,
HOBOrO
BMPOGHMKA
(3amiHa abo
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
[ONOBHEHHS)
noAaHHA HOBOro
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
hapmakonei Ne
CEP 2023-385 -
Rev 00 gnisa
aitoyoi
peyoBVHN
Progesterone,
Micronised Big,
HOBOrO
BMPO6HUKa LA
CHANDRA
PHARMALAB
PRIVATE
LIMITED
(4ONOBHEHHS).
62. | KACNO®YHIIH | caspofungi | kacnodyHr | JO2AX0 | nopoLwiok gns Mictpan AHrnis BMPOGHMLTBO, BHECEHHS 3MiH 3a UA/20318/01/01
-BICTA n iHy aueTtar | 4 KOHLeHTpaty Aana Kenitan nepBuHHa Ta no peyenmom
PO34nHY AnA MeHemKmeH BTOPVHHA peecTpaviiHnx
iHcpys3ii no 50 mry T NimiTepq, yMnaKoBKa, marepianis:
chnakoHi; no 1 AHrnis KOHTPO/Ib Ccepii: 3miHu Il Tuny -
dhnakoHy B ME®AP IJTAY 3MiHUM 3 AKOCTI.
KapTOHHii kopoobuj CAHATA.C., A®I. (iHLi 3MiHK)
TypeyuunHa; OHOBJIEHHA
BMPOBHULTBO, martepiania
nepBuHHA Ta macTep-tainy
BTOpPUHHA AdI
ynakoBka, KacnodpyHriHy
KOHTPO/Ib cepil, auertar
BMMYCK Cepil: BMPOGHMLITBA
ENMNEH Teva API India
PAPMACBIOTIK Private Limited,
AN KO. IHK, IHgis (DMF
Ipeuis; HolderTeva
BTOPUHHA Pharmaceutical
yMakoBKa, Industries Ltd.),
KOHTPO/Ib cepil, 3aTBEPKEHO:
BMNYyCK cepil: DMF Holder
®APMATEH Teva
CA, Ipeuis Pharmaceutical
Industries Ltd.
6454-
EU-11.2021,
3anponoHOBaHO:

DMF Holder
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Teva
Pharmaceutical
Industries Ltd.
6454-
EU-05.2024
63. | KACNO®YHIIH | caspofungi | kacnodyHr | JO2AX0 | nopoLiok gns Mictpan AHrnis BMPOGHMLITBO, TypeuunHa/ BHECEHHS 3MiH 3a UA/20318/01/02
-BICTA n iHy aueTat | 4 KOHLeHTpaty ans Kenitan nepBuHHa Ta peuis 0o peyenmom
pO3UnHYy AN MeHnepxmeH BTOPUHHA peecTpauinHnx
iHcpysiiA, no 70 mr T Nlimiteq, yMakoBKa, Marepianis:
y thnakoHi; no 1 KOHTPO/Ib cepil: 3MiHu Il Tuny -
dhnakoHy B ME®AP I/1AY 3MiHM 3 SIKOCTi.
KapTOHHI kopo6Li CAHATA.C., A®I. (iHWwi 3MiHw)
TypeyuunHa; OHOBJIEHHA
BMPOGHMLTBO, marepiania
nepBuHHA Ta macTep-gainy
BTOpPVHHA AdI
yMnaKoBKa, KacnodpyHriny
KOHTpO/Ib cepii, aueTar
BUNYyCK cepil: BUpPOGHMLTBA
ENMNEH Teva API India
SAPMACBIOTIK Private Limited,
Al KO. IHK, IHgis (DMF
Ipeuis; HolderTeva
BTOPUHHA Pharmaceutical
ynakoBka, Industries Ltd.),
KOHTPO/Ib cepii, 3aTBepKEHO:
BMMYCK Cepil: DMF Holder
®APMATEH Teva
CA, peuis Pharmaceutical
Industries Ltd.
6454-
EU-11.2021,
3anponoHOBaHO:
DMF Holder
Teva
Pharmaceutical
Industries Ltd.
6454-
EU-05.2024
64. | KENBEP® dexketopr | pgekcketon | MO1lAE1l | po3uvH gns AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 3a UA/13977/01/01
ofen podheHy 7 iH’ekuiii, 50 mr/2 "®apmak” o peyenmom
TpomeTam M1, M0 2 MN B peecTpaLiiHnx
on amnyni; no 5 MaTepianis:

amnyn y 6nictepi;
no 1 a6o no 2
6nictepy B nauuj 3
KapTOHY; N0 2 M/

3Minn | Tuny -
AAMiHICTpaTUBHI
3MiHW.
BunyyeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

B amnyni; no 5 abo
10 amnyn y navui
3 KQpPTOHY

BMPOBHUYOT
OiNbHUL
(BK/THOYALOUM
OinbHUUI oNs
Adl,
MPOMiXXHOrO
npoaykTy abo
roToBOro
nNikapCcbKoro
3acoby,
AinbHULU Ans
npoBefeHHs
nakyBaHHs,
BMPOGHMKA,
BiAnoBigasIbHOro
3a BUNyCK cepii,
micue
npoBefeHHs
KOHTPO/tO cepii)
abo
noctajyaibHuKa
BUXiQHOIO
marepiany,
peareHTy abo
[LOMOMDKHOT
PEeYOoBUHY (SIKLLO
3a3HayeHo y
[OCbE).
BunyyeHHs
BMPOGHMKaA
cybcTaHuil
nekcketonpode
Hy TpOMeTamorn
BEC Chemicals
Pvt. Ltd., India.
B1pO6HMK LLIO
3a/MLWAaETbCA
SCL
Lifesciences
Limited, India
BMKOHYE Ti X
OYHKLUIT WO I
BUIYYEHUIA.

65.

KICKANI

ribociclib

prbouukni
Gy
cyKupMHaT

LO1EFO
2

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, N0
200 wr; no 21
Tabnetui y

HoBapTic
dapma Al

Lselina
pis

Brpo6HMUTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
4YacTKoBUIA

CnoseHis/
HimeuunHa/
LLiseiiuapisi/

PymyHis

BHECEHHS 3MiH
no
peecTpauinHux
MaTepianis:
3MinHun Il Tuny -

3a
peyenmom

He
niosisieae

UA/18205/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
6nictepi, no 3 KOHTPO/Ib SIKOCTI, 3MiHV Wwoao
6nictepu y BUMNYCK Cepil: 6e3nekn/edekTn
KapTOHHif HoBaprTic BHOCTI Ta
Kopo6ui; no 21 PapmacboTuKas hapmMakoHarnag,
Tabnetyi y MaHyhakTypiHr y. 3MiHa y
6nictepi, no 3 NNC, CnoseHis; KOPOTKili
6nictepn y MepBuHHE Ta XapaxkrepucTuui
KapTOHHii BTOpPVHHE nikapcbKkoro
Kopobui, no 3 nakyBaHHs, 3aco6y, TeKCTi
KOpob6KM y 4acTKoBWiA MapKyBaHHS Ta

KapTOHHi Kopobuyi

KOHTPO/Ib SIKOCTI:
HoBapTic ®apma
IpoaakLuH
'm6X,
HimeyuunHa;
MepBuHHE Ta
BTOPVHHE
nakyBaHHs,
4acTKoBWi
KOHTPO/Ib SIKOCTI:
HoBapTic ®apma
LTeiiH AT,
LBeliuapis;
YacTkosuii
KOHTPO/Tb AKOCTI:
Nex
PapmacboTuKas
cAA.,
CnoBeHisi;
YacTkosuii
KOHTPO/Tb AKOCTI:
CaHpos C.P.J1.,,
PymyHis

IHCTpYKUiT ans
MeAn4YHOro
3acTocyBaHHs
Ha nigcTasi
perynsipHo
OHOB/IIOBAHOIO
3BiTYy 3 6e3nekn
nNikapCcbKoro
3acoby, abo
nocnigpkeHs 3
6e3nekn
3acTocyBaHHS
nNikapcbKoro
3acoby B
nicnspeecTpauii
HWiA nepioa, abo
AK pesynbrart
OLJiHKM 3BITY 3
LOCNIAKEHD,
npoBefeHunx
BiAgNoBigHO A0
nnaxy
negjaTpuyHmx
nocnimpKeHb
(PIP) (3miHa
notpebye
noAanbLLoro
06r'pyHTYBaHHSA
HOBUMM
[04aTKoBUMMN
AaHvmMu) 3miHn
BHECEHO 0
IHCTpYKLUIiT Ana
MeAnYHOro
3acToCyBaHHSA
nikapcbKkoro
3acoby fo
po3ainy "MoGiyHi
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Howmep

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiiiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

peecmpayitiHo
20
nocgioyeHHs

Haszsa*

peakuji"
BiANOBIAHO A0
OHOB/IEHOT
iHchopmauii 3
6e3nekn
NiKapCcbKoro
3acoby.
BBefieHHs 3MiH
npoTsarom 6
MicAuiB 3 gatu
3aTBEPPKEHHS.
CynyTHA 3MiHa -
3MiHV Wwoao
6e3nekn/ecektu
BHOCTI Ta
hapmakoHarnag,
y. BHeceHHs abo
3miHa(n) go
3060B'A3aHb Ta
YyMOB BUAaYi
peecTpaujiiHoro
NOCBIJYEHHS,
BK/IHOHAI0UM
Mnax
ynpasniHHA
pu3nkamm
(3acTocyBaHHs
3MiH(n), AKi(a)
BUMaratoTb(€)
nojasibLLIoro
06r'pyHTYBaHHS
HOBMMMU
[0[aTKOBUM
JaHnmu, Wwo
MatoTb
Hajasatucs
KOMMETEHTHUM
opraHom,
OCKifIbKM
BUMAraeTbCcs
CyTTEBA OL{iHKa
KOMMETEHTHUM
opraHom)
IHchopmauis
040 cuctemm
ynpasniHHA
pu3nkamm

3asABHUKOM
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

HagaHo
OHOBNEHUIA
MnaH
ynpasniHHA
pu3nkamm
Bepcis 9.0 3miHn
BHECEHO A0
YacTuH: |
«3arasibHa
iHchopmadis» 11
«Cneuudpikauis
3 6e3neku» Il
«[lnaH 3
hapMakoHarnag,
y» IV «[naHn
oo
nicnspeecTpavii
HUX JOC/iAXEeHb
epeKT1BHOCTI»
V «3axogu 3
MiHimizawji
pu3ukis» VI
«Pe3lome nnaHy
ynpas/liHHA
pusnkamu» VI
«flogatkm» -y
3B'A3KY
BUAAIEHHAM
npo6nem 3
6e3neku,
BK/IHOHAI0UM
BIICYTHIO
iHchbopmawito, Ak
pesynbTart
PRAC 3
npoueaypu
PSUSA
EMEA/H/C/0042
13/11/0045, a
TakoX y 3B'A3KYy
i3 3MiHOIO
thopmary
BignoBigHO A0
BUMOT
Evaluation
Guidance on the
format of the risk
management
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
plan (RMP) in
the EU —in
integrated
format. 31
October 2018
EMA/164014/20
18 Rev.2.0.1
accompanying
GVP Module V
Rev.2 Human
Medicines).
Pestome Mnany
ynpasniHHA
pu3nkamm
Bepcis 9.0
JofaeTbes
66. | KNATIHON® Lansopraz | 1 A02BDO | TabneTku, BKpUTI OPIrAHOCH OAE EBepTogxeH IHgis BHECEHHS 3MiH 3a UA/5974/01/01
ole, Tabnetka 9 060/10HKO10, N0 H Naiidp CaeHcns no peyenmom
clarithrom MIiCTUTb 500 mr + NANDCAEH Nimiteq peecTpauinHux
ycin and K1apuTpo TabneTku, BKPUTI Cu3 (E® marepianis:
tinidazole MiLWH; 060/10HKO10, N0 3ET ) 3Minu | TUny -
1 250 mr + kancynu 3MiHM 3 AKOCTI.
TabneTka no 30 wr, [oToBMIA
MICTUTb KOMGIHOBaHW nikapcbknii
TUHIgas3on; Habip ana 3aci6. KoHTponb
1 kancyna nepopasibHOro roToBOro
MICTUTb 3acTocyBaHHA Ne nikapcbKoro
nenetu 42: 2 TabneTkn 3acoby. 3miHa y
naHconpa XXOBTOrO KOJ/IbOPY mMeTofAax
3ony Kpyrnoi oopmu BUMNPOOYBaHHSA
(TuHigasony) + 2 roToBOro
TabneTkn XoBTOro nikapcbKoro
KONbOpY A0BracToi 3acoby

dhopmun
(knapuTpomiLuHy)
+ 2 kancynm
(naHconpasony) -
y cTpvni; no 7
cTpvniB y
KapTOHHIN naui;
KOMGIHOBaHW
Habip ans
nepopasibHOro
3acTocyBaHHs Ne
42: 2 TabneTkun
)KOBTOrO KONbOpPy
Kpyrnoi doopmu
(TnHigasony) + 2

(He3HauyHa 3MiHa
y 3aTBEPMAKEHNX
meTtoAax
BUNPOBYBaHHS)
BHECEHHSA
YTOUYHEHb [0
3aTBEPKEHOT
MEeTOANKMN
«KinbkicHe
BU3HAYEHHSA
meTunapabeny
Ta
nponinnapabeHy
» TuHigasony
Loao
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

TabneTKN XXOBTOro

KONbOpY A0BracTtoi

chopmu
(knapuTpoOMILMHY)
+ 2 Kancynu
(naHconpasony) -
y 6nictepi; no 7
6nictepiB y
KapTOHHI nayui

NPUroTyBaHHs
BMNpPO6GOBYBaHOM
0 PO34UHY,
TOYHICTb 06’eMiB
MipHUX KON6, AKi
BUKOPVCTOBYIOTb
ca ana
NPUroTyBaHHs
PO34MHIB,
TOYHICTb
HaBaXoK
CTaHJapTHUX
3paskiB Ta
o6’emis gns
NPUroTyBaHHs
PO34MHIB
MOPIBHAHHSA,
YTOYHEHO Ha3BY
pPO34MHIB
MOPIBHAHHSA,
3a3HayveHo
AeTanbHuii onvc
XpomaTorpadiuH
Ol KOJTOHKN,
YTOYHEHO
HaliMeHyBaHHs
peakTuBiB,
AeTanbHO
BKasaHo f/1s
AKUX NikiB
BU3HAYaETHCSA
KoediLjieHT
cMmeTpil,
fofaHo
thopmyny
po3paxyHKy
BMICTYy
meTuinapabeny
Ta
nponinnapa6exy
y BifcoTkax

67.

KNO®AH

clotrimazol
e

KnoTpumas
on

GO1AFO
2

cynosuTopii
BariHasibHi no 100
Mr; 110 6
CynosuTopiie y
cTpuni; no 1
cTpuny y
KapTOHHIM

TOB
"KYCyM"

YkpaiHa

KYCYM
XENTXKEP MBT
N7

IHgis

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHu | TNy -
3MiHM Wwoao
6e3nekn/ecektu

6e3
peyenma

UA/14084/02/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
ynakoBL;i BHOCTI Ta
hapMakoHarnag,
y. BHeceHHs abo
3MiHa(u) fo
30060B'A3aHb Ta
YMOB BMAaui

peecTpavujiiiHoro
NOCBIAYEHHS,
BK/IHOHAI0UM
MnaH
ynpas/iHHA
pr3nkamm
(3acTocyBaHHs
TEKCTY, AKUA
NOroKEHN 3
KOMNETEHTHUM
opraHom)
3asBHUKOM
HagaHo
OHOBNEHUIA
MnaH
ynpasniHHA
pu3nkamm
Bepcis 4.0 ans
nikapcbKkoro
3acoby KnogpaH,
cynosuTopii
BariHasibHi No
100 wr, PI
UA/14084/02/01.
3MiHV BHEeceHo
[0 YaCTUH:
| «3arasnibHa
iHbopmauis»,
Il

«Cneuundpikauis
3 6e3nekun»,

Il «MnaH 3
thapmakoHarnag,
y»,
IV»InaHu wozao
nicnspeecTpauii
HUX JOCnigXeHb
ehekTUBHOCTI»,
V «3axogu 3
MiHiMi3aLji
PU3KKIB»,

VI «Pe3ome
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

68.

KNO®AH

clotrimazol

nnaxy
ynpaBniHHSA
pv3vikaMm»
VII «JopaTtku»
Y 3B'A3KY 3
OHOBJ/IEHHAM
cneuunaikauii 3
6e3neku giroyoi
peyoBuHN
KnoTpumasony,
BiNOBIAHO [0
aKTyabHOl
pedrepeHTHOI
iHdbopmauii npo
BaXK/IMBI PU3NKN
Ta 3axoap oo
ynpaBniHHSA
HUMMN.
Pe3stome MNnany
ynpaBniHHSA
pusnKamm
Bepcisa 4.0
AofaeTbes.
YnakoBky y
chopmi in bulk,
PM

UA/20818/01/01
[0 nnaxy
ynpaBiHHS
pv3nKaMmn He
BK/IHOUEHO.

e

KMoTpuMa3s
on

GO1AFO

2

cynosutopii
BariHanbHi no 500
mr; no 1
CyrnosunTopito y
cTpvni; no 1
cTpuny y
KapTOHHIN
yrakoBLi

TOB
"KYCyMm"

Ykpaina

KYCYM
XENTXKEP MBT
nTa

IHgis

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3MiHun | TNy -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
thapMakoHarnag,
y. BHeceHHs1 abo
3miHa(n) go
3060B'A3aHb Ta
yMOB BuAaui
peecTpavujiiHoro
NOCBIJYEHHS,
BK/IOYAK0UN
MnaH

6e3
peyenma

UA/14084/02/02
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Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo

3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20

mosaHa ynakoska) nocsioyeHHs1

Hassa*

ynpasniHHA
pu3nkamu
(3acTocyBaHHs

TEKCTY, AKuii
NoroAxeHwui 3
KOMNETEHTHUM

opraHom)
3asBHNKOM
HajaHo
OHOBJIEHWIA
nna
ynpas/liHHA
pr3nkamm
Bepcis 4.0 ana
nNiKapcbKoro
3acoby KnodpaH,
cynosutopii
BariHa/ibHi no
500 mr, PI1
UA/14084/02/02.
3MiHU BHECEHO

[0 YaCTuWH:
| «3aranbHa
iHchopmavis,

1]
«Cneuudpikauis
3 6e3neku»,
Il «MnaH 3
hapMakoHarnag,
y»,
IV»InaHu wopao
nicnspeecTpavii
HUX JOC/iAXEeHb
ePeKTUBHOCTI»,
V «3axogu 3

MiHimizawji

pU3UKIB»,

VI «Pe3tome
nnaxy
ynpasniHHA
pusnkamm»
VIl «[opatkm»
Y 3B’A3KY 3
OHOB/IEHHAM
cneuudikauii 3
6e3neku gjroyoi
peyoBUHN

K1oTpMMasony,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BignoBigHO A0
aKTyau1bHOT
pedepeHTHOI
iHdbopmauii npo
BaXK/IMBI PU3NKN
Ta 3axoM LWoao
ynpasniHHA
HAMW.
Pe3tome nnaHy
ynpasniHHA
pu3nkamm
Bepcis 4.0
[0AAETLCA.
YnakoBky y
dopmi in bulk,
PN
UA/20818/01/02
[0 nnaxy
ynpasniHHA
pu3vKkaMun He
BK/THOYEHO.
69. | KOEH3M - Acidum - pO34nH ANns Bionoriwe Himeuun Bionoriwe HimeuunHa BHECEHHS 3MiH 3a UA/6999/01/01
KOMMNO3NTYM alpha- iH'eKUiR; no 2,2 mn Xannbmitre Ha Xannomitrenb 0o peyenmom
ketoglutari B amnyni; no 5 nb Xeenb Xeenb M6X peecTpauiiHux
cum D8, amnys y KOHTYpHii 6X mMaTtepianis:
Acidum YapyHKOBIl 3Minn | Tuny -
ascorbicu ynakosLi; no 1 3MiHM 3 SKOCTi.
m D6, KOHTYPHili A®I. KoHTponb
Acidum YapyHKOBIl A®l. 3miHa y
cis- ynakoBLji B napameTpax
aconiticum KOpOOLi 3 KapTOHY; cneyudikayii
D8, no 2,2 Mn s Ta/abo
Acidum amnyni; no 5 L0nyCTUMUX
citricum amnys y KOHTYpHIi MeX,
D8, YapyHKOBIl BU3HAYEHUX Y
Acidum ynakoBLi; no 2 cneuudikauisx
fumaricum KOHTYPHI Ha A®I, abo
D8, YapyHKOBI BUXigHWiA/Npomi
Acidum yMakoBKM B XHUIA
malicum KOpoO6Li 3 KapTOHY; npoaykt/peareHt
D8, no2,2mvnB , o
Acidum amnyni; no 5 BMKOPVCTOBYIOTb
succinicu amnys y KOHTYpPHIi cA'y npoueci
m D8, YapyHKOBIl BMPOGHMLITBA
Acidum ynakoBLi; no 20 A®I (iHWi 3MiHK)
thiocticum KOHTYPHMUX BHeceHHs 3MiH
D6, YapyHKOBMX A0 cneundikauii
Adenosinu YNakKoBOK Y Natrium
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
m KOpo6Li 3 KapTOHY riboflavinum
triphospho phosphoricum
ricum D10, D2 Dil
Barium BHACNIfOK
oxalsuccin afantauis
icum D10, TecTiB Ha
Beta iaeHTiKaLito
vulgaris Ta onucis
rubra D4, MeTogiB Ans
Cerium po3BefeHHsa D2
oxalicum 3a aHasorielo 4o
D8, YUHHOT
Coenzym MOHorpaqii
A D8, €Bponeiicbkoil
Cysteinum Papmakonei
D6, Hepar (Ph.Eur.) Ha
sulfuris BUXigHY
D10, CUPOBUHY
Magnesiu Riboflavin
m Sodium
oroticum Phosphate
dihydricum Hydrate.
D6, BunyyeHo
Manganu nonepeaHi Tectun
m Ha
phosphori iaeHTudiKaLito
cum D6, A-B, ockinbku L
Nadidum napameTpu
D8, 6inblie He
Natrium nepegb6ayeHi
diethyloxal MOHorpagieto
aceticum Ph.Eur. Ha
D6, BUXIigHY
Natrium CUPOBUHY.
pyruvicum BBegeHo HoBWiA
D8, TecT Ha
Natrium iaeHTuiKaLito
riboflavinu A.
m Cneumdpikauis
phosphori po3BefeHHs D2
cum D6, BCTaHOB/EHA
Nicotinami BigNoBigHO A0
dum D6, cneuuaikauii Ha
Pulsatilla CUPOBUHY 3rigHO
pratensis 3 Y/HHOIO
D6, MOHorpagieto
Pyridoxinu Ph.Eur. Pewty
m TECTIB Ha
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
hydrochlor iaeHTuiKaLito
icum D6, nepeHymepoBaH
Sulfur o}
D10,
Thiaminu
m
hydrochlor
icum D6
70. | KONAPEKC Paracetam | napaueta | RO5XA0 | rpaHynu ans CTALA Himeuun BUWMYCK Cepiii: Himeuunna BHECEHHS 3MiH 6e3 UA/17148/01/01
BiY, ol, MO, 1 opasibHOro ApuHaimitt Ha CTAOA 0o peyenma
combinatio | ackop6iHo po3uunHy no 2,02 r enb Al ApuHarimiTTens peecTpauinHnx
ns Ba Yy CTiK-NMaKkeTuKy; Arl, HimeuuunHa; Marepianis:
KucnoTa, no 12 crik- BUPOGHMLTBO 3MiHu | TNy -
KodpeiH, nakeTukiB y Hepo3cacosaHo 3MiHM 3 SKOCTi.
xnopdeHa KapTOHHI Kopo6Lyi ro NpoaykKTy, CepTtudikat
MiHy nepBuHHE Ta BignosigHocTi/l
manear BTOPUHHE E-cepTtudikart
nakyBaHHs, BignoBigHOCTI

KOHTPO/Ib Ccepiii:
NoszaH ®apma
v6X,
HimeuuunHa;
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/1b/BMNPO
6yBaHHS cepiii:
NosaH ®apma
'mM6X,
HimeuunHa

€Bponeiicbkili
thapmakonei/mo
Horpadii.
MNogaHHA HOBOrO
ab0 OHOB/IEHOTO
cepTudpikata
BignoBigHOCTI
ab0o BUNyYEHHS
cepTudikata
BignoBigHOCTI
€Bponecokiin
thapmakonei:
ona A®l; ana
BVXifHOTO
matepiany/pear
EeHTY/NPOMDKHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHNLITBI
A®l; ana
[LOMOMDKHOT
peyoBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecokiin
thapmakone) -
OHOBNEHWIA
cepTuadikaT Big
yxe
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3aTBEPAKEHOr0
BMPOGHMKA.
MopaHHA
OHOB/IEHOTO
cepTtucpikaty
BignoBigHOCTI
€Bponeicbkili
apmakonei R1-
CEP 2008-154-
Rev 03 Big,
3aTBEPAKEHOIO
BMPOGHMKa
Supriya
Lifescience Ltd.,
IHAis gitoyoi
peyoBVHN
xnopeHamiHy
masnear, B
3B'A3KY 3i
3MiHOIO MeToay
BMNPOOYBaHHS
Ha 3a/I1LLIKOBWA
peareHT
anveTtunamiHoe
TIN xnopua
rigpoxnopug, 3
GC-MS Ha LC-
MS/MS
(3aTBEpPAKEHO:
R1-CEP 2008-
154-Rev 02;
3anpornoHoBaHo:
R1-CEP 2008-
154-Rev 03)

71.

KONXIUnH
NIPKA

colchicine

KONXILWH

MO4ACO
1

Tabnetkn no 1 wmr;
no 30 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

AKAPTIA
®APMACEY
TI4I C.P.JL.

ITanis

[aynT ®apma
Awmaper 'm6X

HimeyunHa

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHM 3 AKOCTI.
CepTtudikar
BignosigHocTi/l
E-cepTudpikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/mo
Horpadii.
[NogaHHA HOBOrO

3a
peyernmom

He
niosisieae

UA/18740/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
ab0 OHOB/IEHOTO
ceptudikata
BignoBigHOCTI
ab0 BUTyYEHHS
ceptudikata

BignoBigHOCTI
€Bponeicbkili
thapmakonei:
ona Aol; ans
BUXiQHOIO
martepiany/pear
€HTY/MPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb

cay
BMPOOHULITBI
ADl; ana
[LOMOMDKHOT
peyoBVHN
(ceptudhikat
BignoBigHOCTI
€Bponeiicbkili
thapmakone) -
OHoBEeHWIA
cepTuaikaT Bif
yxe
3aTBEPKEHOr0
BMpPOGHUKa -
noAaHHs
OHOBJIEHOTO
CEP Ne R1-CEP
2004-182-Rev
02 Big BXE
3aTBEPAKEHOr0
BMPOGHMKA Ha
KONXILMH
BMPOGHMLITBA
INDENA S.P.A.,
ITanisa i, [k
Hacnigok, 3mMiHa
iHgekcy agpecu
BMPOGHMYOT
LinbHUU
INDENA S.P.A.,
6e3 3miHun
hakTU4YHOro
Micus

po3TallyBaHHS.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3MiHu | TNy -
3MiHM 3 SIKOCTI.
CepTtudikar

BignosigHocTi/l
E-cepTudikat
BignoBigHOCTI
€Bponeicbkili
thapmakonei/mo
Horpadii.
lNogaHHA HOBOrO
ab0o OHOB/IEHOTO

cepTudikata
BignoBigHOCTI
ab0 BUNYyYEHHS
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
chapmakonei:
ona A®l; ana
BUXifHOTO
matepiany/pear
eHTY/NPOMDKHOT
0 NMPOAYKTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHULITBI
A®l; ana
[LOMOMDKHOT
peyoBUHN
(ceptuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakone) -
OHoBNEHWIA
cepTudikaT Big
yxe
3aTBEPAKEHOr0
BMPOGHUKA -
noAaHHs
OHOB/IEHOTO
CEP Ne R1-CEP
2004-182-Rev
03 Big BXE
3aTBEPKEHOr0
BMPOGHMKA Ha
KONXiUnH
BMPOGHMLITBA

INDENA S.P.A.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

ITanis i, K
Hacnigok, 3mMiHa
iHOoekcy agpecu

BMPOBHUYOT

OiNbHUL
INDENA INDIA
PVT.LTD., 6e3

3MiHK
hakTUyHOro
Micus
po3TaLlyBaHHs.
3Mminu | Tuny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aciob.
CtabinbHiCTb.
3miHay

TepmiHax
npugaTHocTi abo

ymMoBax

36epiraHHsa
roToBOro
nNikapcbKoro
3acoby (3miHa B
yMOBax
36epiraHHA
roToBOro
nikapcbKoro
3acoby abo
nicns
PO34nHEHHSA/BIL,

HOBJ/IEHHS)

3MiHM 00
po3giny «Ymosu
36epiraHHsa», a

came fofaHo
3acTepeXeHHs

CTOCOBHO

HeobxiaHoCTI
36epiratn /13 B
OpUriHa/bHIN
ynakoBui Ans
3axuCTy Big,
csiTna. 3miHn

BHECEHO B
IHCTpYKLUito Ans

MeAn4YHOro
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3acToCyBaHHs
nikapcbKoro
3acoby y po3gin

"YmoBu
36epiraHHa" 3
BiANOBiAHMMMN
3MiHaMu B TEKCTi
MapKyBaHHS
yNaKoBOK.
BBegeHHs 3MiH
NpPOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS.
3MiHn | Tuny -
3MiHK 3 SKOCTi.
CepTudpikat
signosigHocTi/l"
E-cepTtudpikart
BignoBigHOCTI
€Bponeiicbkili
hapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudikaTa
BiANOBIAHOCTI
abo BUNyYEHHS
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ona A®l; ana
BUXiQHOTO
martepiany/pear
EeHTY/NPOMIXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[0NOMKHOT
peyoBVHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBNEHWIA

cepTudikaT Bi
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

yxe
3aTBEPIKEHOrO
BMPOGHUKA -
noAaHHs
OHOB/IEHOTO
CEP Ne R1-CEP
2004-182-Rev
04 Big BXE
3aTBEPKEHOr0
BMpOGHMKa Ha
KONXILWH
BMPOGHMLITBA
INDENA S.P.A,,
ITanis,
BHaC/igoK
OHOBJIEHHA
MoHorpadii
€Bponeiicbkoi
®apmakonei Ne
758 ona
KONXiUUHY —
JlOnoBHEHHSA
11.6 11-ro
BUAAHHS, a
Takox BBeAEHi
Kogm “SPOR
ORG ID" 1a
“SPOR LOC ID”
NS BNacHuka
Ta BUPOGHMUKIB.

72.

KOMBOI/IISA
XR

metformin
and
saxagliptin

cakcarninT
UHY
rigpoxnop
ng Ta
meTdopmi
Hy
rigpoxnop
na

A10BD1
0

TabneTtkn, BKPUTI
NAiBKOBOO
060/10HKO10, N0
2,5 mr/1000 mr; no
7 TabneToKy
6nictepi; no 4
6nictepn y
KapTOHHI Kopo6Lyi

AcTpa3eHek
a Ab

Lseuis

AcTpa3eHeka
PapmacboTnKasl
c/n

CLWA

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
AOMiHICTpaTMBHI
3MiHW. 3MiHa
Ha3Bun
nikapcbKoro
3acoby - 3miHa
Ha3Bun
nikapcbKoro
3acoby:
3aTBEPKEHO —
"KOMBOTINI3A
XR
(KOMBOGLYZA
XR™)",

3a
peyenmom

He
niossieae

UA/12952/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3anponoHoOBaHo
"KOMBOTNI3A
XR
(KOMBOGLYZA
XR)". BBegeHHs
3MiH NPOTArom
6-Tn micsuis
nicns
3aTBEPAKEHHS
73. | KOMBOINI3A metformin | cakcarnint | A10BD1 | TtabneTtkw, BKpUTI AcTtpa3eHrek | Lseuis AcTpa3eHeka CLIA BHECEHHS 3MiH 3a He UA/12952/01/01
XR and UHY 0 NAiBKOBOO a Ab dapmacbloTKas no peyenmom nionsi2ae
saxagliptin | rigpoxnop 060/10HKOI0, MO cn peecTpauinHux
ngTa 2,5 mr/1000 mr no marepianis:
meTdopmi 7 TabneTok y 3Minu | TUny -
HYy 6nictepi; no 4 3MiHV Wwoao
rigpoxnop 6nictepn B 6e3nekn/ecektn
na KapTOHHI Kopo6Lyi BHOCTI Ta
hapMakoHarnag,

y (iHWi 3MiHW).
3MiHU BHECEHO
00 IHCTPYKLT
ANs MeanyHoro
3acTocyBaHHS
nikapcbkoro
3acoby ao
po3sgainis
"Cknag",
"OCHOBHI
Pi3MKO-XiMIYHI
BnacTusocTi”,
"®dapMaKoIorivHi
B/1acTMBOCTI",
"TMokazaHHA",
"MpoTmnokasaHH
", "B3aemogis 3
HLWMMK
nNiKapcbkummn
3acobamu Ta
HLWIi BUAN
B3aemMogijn",
"Oco6nuBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHA
y nepiog
BariTHocTi abo
roflyBaHHsl
rpyaaw”,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

"3paTHiCTb
BNAvBaTV Ha
LIBUAKICTb
peakuii npu
KepyBaHHI
aBTOTPaHCNOpPTO
M abo iHLW1MHK
MexaHismamn",
"Cnoci6
3acTocyBaHHs
Ta gosun”, "Oitn",
"Mepepno3yBaHH
5", "Mo6iyHi
peakuji" woao
He3HauHuX
peAaKkTopChKuX
npasokK Ta
YTOYHEHb Ta A0
TeKcTy
MapKyBaHHS
yrakoBKu
nikapcbKkoro
3acoby, a came
pon. 3
(MEPENIK
OOMOMBDKHUNX
PEYOBVIH)
BTOPUHHOI
ynakoBKM.
TepmiH
BBEAEHHS 3MiH
npotarom 6
MicayiB nicns
3aTBEPMKEHHS.

74.

KOMBOINI3A
XR

metformin
and
saxagliptin

cakcarnint
NHY
rigpoxnop
ng Ta
meTdopmi
Hy
rigpoxnop
na

A10BD1
0

TabneTku, BKPUTI
NMiBKOBOIO
060/10HKOI0, M0 5
mr/500 wmr; no 7
TabneTtoky
6nictepi; no 4
6nictepn y
KapTOHHI KopooLyi

AcTpa3eHek
a Ab

Lseuis

AcTpa3eHeka
dapmMacbioTUKaU
c/in

CLA

BHECEHHS 3MiH
ao
peecTpauinHux
marepianis:
3MiHun | TUnY -
AAMiHICTpaTUBHI
3MiHW. 3MiHa
Ha3Bun
nikapcbKkoro
3acoby - 3miHa
Ha3Bun
nikapcbKkoro
3acoby:
3aTBEPAKEHO —

3a
peyernmom

He
niosisieae

UA/12952/01/02
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
"KOMBOTNI3A
XR
(KOMBOGLYZA
XRTM)",
3anponoHoBaHo
"KOMBOTNI3A
XR
(KOMBOGLYZA
XR)". BBeeHHs
3MiH NPOTAroM
6-Tn micsiuiB
nicns
3aTBEPAKEHHS
75. | KOMBOINI3A metformin | cakcarnint | A10BD1 | TabneTtku, BKpUTI AcTtpa3eHek | LBeuis AcTpa3eHeka CLA BHECEHHS 3MiH 3a He UA/12952/01/02
XR and NHY 0 NNiBKOBOIO a Ab dapmacbioTuKas 0o peuyenmom nionsieae
saxagliptin | rigpoxnop 060/10HKOI0, M0 5 cnn peecTpaviiHnx
uag Ta mr/500 mr no 7 Marepianis:
MeTdopMi Tabnetoky 3MiHu | TUny -
Hy 6nictepi; no 4 3MiHn Wwopao
rigpoxnop 6nictepu B 6e3nekn/edekTn
ng, KapTOHHI Kopo6Lyi BHOCTI Ta
hapMakoHarnag,

y (iHWi 3MiHwN).
3MiHW BHECEHO
[0 iHCTPYKU,T
AN MegnyHoro
3acTocyBaHHS
nikapcbKoro
3acoby go
po3ginis
"Cxnag’,
"OCHOBHI
i3nNKO-XiMIYHI
B/1ACTMBOCTI",
"®apmakonorivHi
BnacTusocTi”,
"Moka3aHHS",
"MMpoTunokasaHH
", "B3aemogis 3
HWMMK
nikapcbKUMmn
3acobamu Ta
iHLWIi BUAN
B3aemMogijin",
"Oco6nmBoCTI
3acToCyBaHHA",
"3acTocyBaHHs
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

y nepiog
BariTHoCTi abo
rogyBaHHs
rpyaaw”
"3paTHICTb
BN/IMBATK Ha
LIBUAKICTb
peakuii npu
KepyBaHHI
aBTOTPaHCNoOpPTO
M abo iHWnMK
mMexaHiamamm",
"Cnoci6
3acToCyBaHHsA
Ta gosun”, "Aitn",
"Mepepo3syBaHH
A", "MoGIYHI
peakuji" woao
He3HayHuX
pefakTopcbknx
npaBoK Ta
YTOYHEHb Ta A0
TEKCTy
MapKyBaHHS
yMakoBKu
nNikapcbKoro
3acoby, a came
pon.3
(MEPEJIK
JONOMBDKHUX
PEUYOBVIH)
BTOPVHHOI
YNaKoBKu.
TepMiH
BBE/lEHHS 3MiH
npoTArom 6
Micauis nicnsa
3aTBEPKEHHS.

76.

KOMBOINI3A
XR

metformin
and
saxagliptin

cakcarnint
NHY
rigpoxnop
ng Ta
MeTdopMi
Hy
rigpoxnop
na

A10BD1
0

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKO0, N0 5
mr/1000 mr; no 7
TabneToky
6nictepi; no 4
6nictepn y
KapTOHHI Kopo6Lli

AcTpa3eHek
a Ab

LLiBeuis

AcTpa3eHeka
dapmMacbloTUKasl
cJin

CLA

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3Minn | Tuny -
AOMiHICTpaTMBHI
3MiHW. 3MiHa
HasBu
nikapcbKoro
3acoby - 3miHa

3a
peyenmom

He
nionsizae

UA/12952/01/03
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Ha3Bu
nikapcbKoro
3acoby:
3aTBEPAKEHO —
"KOMBOT NI3A
XR
(KOMBOGLYZA
XR™)",
3anponoHOBaHo
"KOMBOTNI3A
XR
(KOMBOGLYZA
XR)". BBegeHHs
3MiH NPOTAroM
6-Tn micsauis
nicns
3aTBEPAKEHHS
77. | KOMBOIMMI3A metformin | cakcarnint | A10BD1 | TabneTku, BKpUTI AcTpa3eHek Lseuis AcTpa3eHeka CLWA BHECEHHS 3MiH 3a He UA/12952/01/03
XR and NHY 0 NNiBKOBOIO a Ab dapmacbioTrKas 0o peuyenmom niossieae
saxagliptin | rigpoxnop 060/10HKOM, M0 5 c/n peecTpauiiHux
ng Ta Mr/1000 mr no 7 mMaTtepianis:
mMeTdopmi Tabnetoky 3MiHu | TUny -
HY 6nictepi; no 4 3MiHn Wwopo
rigpoxnop 6nictepu B 6e3nekn/ecektu
na KapTOHHI Kopo6Lyi BHOCTI Ta
thapmakoHarnsg,

y (iHLWWi 3MiHW).
3MiHV BHECEHO
[0 iHCTpYKU,T
ANs MegnYHoro
3acToCyBaHHs
nikapcbKoro
3acoby fo
po3ginis
"Crnag’,
"OCHOBHI
hi3NKO-XIMIYHI
B/1aCTMBOCTI",
"apMaKoorivHi
B/1ACTMBOCTI",
"MMoka3aHHA",
"TMpoTunokasaHH
", "B3aemogis 3
iHWIMK
niKapcbkumu
3acobamu Ta
iHLWi BUAM




174

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

B3aemogiin",
"OcobnmBocTi
3aCToCyBaHHA",
"3acTocyBaHHA
y nepiog
BariTHoOCTi abo
rogyBaHHs
rpyaaw”
"3paTHicTb
BNMBATK Ha
LIBMAKICTb
peakuii npu
KepyBaHHi
aBTOTPaHCMNopTo
M ab0 iHW1MK
MexaHizmamu”,
"Cnoci6
3acToCyBaHHS
Ta gosun”, "Oitn",
"Mepepo3syBaHH
2", "Mo6ivHi
peaxkuii” woao
He3HauHuX
peAaKTopChKNX
npaBoK Ta
YyTOYHEHb Ta [0
TeKCTy
MapKyBaHHS
ynakoBKM
nNiKapcbKoro
3acoby, a came
non.3
(MEPENIK
JOMNOMDKHUX
PEUYOBUVIH)
BTOPUHHOT
yNaKkoBKM.
TepMiH
BBEEHHS 3MiH
npotarom 6
MicauiB nicns
3aTBEPAKEHHS.

78.

KOHBY/EKC

valproic
acid

HaTpito
Ba/ibnpoa
T

NO3AGO
1

PO34MH ANa
iH'ekyiin, 100 mr/mn
no 5 mn B amnyni,
no5amnyny
KOHTYPHiIl
YapyHKOBIl

TOB "BAYLU
XENC
YKPAIHA"

YKkpaiHa

BMPOBHULTBO,
nepBuHHE
nakyBaHHs,
KOHTPO/Ib AIKOCTI,
BWMNYCK Cepil:
[.J1. dapma

ABCTpis

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3MiHun | TUny -
3MiHM Woao

3a
peyenmom

UA/6595/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
ynakoBL;i 'M6X, ABCTpist; 6e3nekn/ecexTn
BTOPUHHE BHOCTI Ta
nakyBaHHs: dhapmakoHarnsg,
I.J1. dapma y (iHLWi 3MiHW).
'M6X, ABCTpISi; 3MiHM BHECEHI B
KOHTPO/Tb SIKOCTI TeKcT
(cTepunbHICTb): MapKyBaHHS
ABCTpilicbke nepBUHHOT Ta
areHTCcTBO 3 BTOPVHHOI
OXOPOHU yNakoBOK
3[0p0OB'A Ta nikapcbKoro
Xap4oBoi 3acoby, a came:
6e3nekn Mv6X - BU/TyYEHHS
IMED-Graz, iHchopmauii
MIHY, ABcTpis oo norotuny
BMPOGHMKA.
TepMiH
BBE/EHHS 3MiH -
npotarom 6
MicauiB nicns
3aTBEPAKEHHS.
79. | KOHTPOJ/IOK® pantopraz naHTonpas | A02BCO | Tabnetku Takena Himeyun | BMPOGHULITBO 3a HimeuunHa BHECEHHS 3MiH 3a UA/9054/01/01
ole ony 2 racTpopesnCTeHTH M6X Ha NOBHUM LMK/TOM: o peyenmom
cecksirigp i no 40 wr; no 14 Takepa M'm6X, peecTpauiiHux
aT HaTpilo Tabnetoky Mmicue mMaTtepianis:
6nictepi; no 1 abo BMPOGHMLTBA 3Minn | Tuny -
no 2 6nictepv B OpaHieHbypr, 3MiHM 3 SKOCTi.
KapTOHHI Kopo6Lyi HimeuyunHa Ceptucpikat
BignosigHocTi/l"
E-cepTudpikart
BignoBigHOCTI
€Bponecokiin
hapmakonei/mo
Horpadii.

MopaHHA HOBOTO
ab0 OHOB/IEHOTO
ceptudikaTa
BiANOBIAHOCTI
ab0o BUNyYEHHS
ceptudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ansa A®l; gna
BUXiQHOTO
martepiany/pear
EeHTY/NPOMiXHOT
0 NPOAYKTY, L0
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Howmep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

peecmpayitiHo
20
nocsioYeHHs

BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[0NOMDKHOT
peyoBVHN
(cepTudpikar
BiANOBIAHOCTI
€Bponeicbkili
thapmaxkonet) -
OHoBNEHWIA
cepTudikaT Big,
yxe
3aTBEPKEHOr0
BMPOGHMKaA
noAaHHs
OHOBJIEHOTO
cepTudikaty
BignoBigHOCTI
€sponeicbkili
thapmakonei
CEP 2008 — 065
- Rev 03 Big BXe
3aTBEPKEHOr0
BMpoGHMKa PMC
ISOCHEM
aitoyoi
peyoBVHN
naHTonpasony
cecksirigpary
HaTpito B 3B'A3KY
3 BUAANEHHSAM
BMPOGHMYOT
adinbHuui PMC
ISOCHEM,
Gennevilliers
(3aTBEpAXKEHO:
R1 - CEP 2008
— 065 - Rev 02;
3anponoHOBaHO:
CEP 2008 —- 065
- Rev 03)

80.

KOPCABA/

Valsartan
and
sacubitril

cakyobiTpun
N HaTpito i
BasicapTaH
AnHaTpito

C09DX0
4

TabneTtkn, BKPUTI
NNiBKOBOK
060/10HKO10, M0 24
Mr/26 mr, no 7
Tabnetoky
6nicTepi; no 4

MicTtpan
Kenitan
MeHemkmeH
T NimiTepq,

AHrniA

Bupo6HMLTBO
roToBoi
nikapcbKoi
hopmu,
nepBuHHa Ta
BTOPVHHA

Ynni

BHECEHHS 3MiH
ao
peecTpauiiHux
mMaTtepianis:
3MiHn | TUny -

3MiHM 3 SIKOCTi.

3a
peuyenmom

UA/20362/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

6nictepn y
KapTOHHIN nauuj
abo no 14
Tabnetoky
6nicTepi; no 2
6nictepn y
KaTOHHIl nauui

ynakoBka,

KOHTPO/Ib cepil,
BMMYCK Cepil:
CiHTOH Yuni
NTpa, Yuni

loToBMIA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPOBYBaHHSA
roToBOro
nikapcbkoro
3acoby
(He3HayHa 3miHa
y 3aTBEPMKEHNX
MeToAax
BUNPOOYBaHHS)
HesHauHa 3miHa
y 3aTBEPAXEHNX
mMeTogax
KOHTPO/0
AKOCTI, 3a
nokasHukamm
"P0O34MHEHHA",
"OfHOpIgHICTb
[030BaHNX
OAVHULB",
"KinbkicHe
BU3Ha4YeHHA", B
cave
BUMPaB/EHHS
HeToYHOCTEW B
MeTtogax
KOHTPO/0
AKOCTI, SiKi 6ynn
nonyLieHi npu
nepeknagi
po3sginy
3.2.P.5.2
AHaNITNYHI
MEeTOAMKM

81.

KOPCABA/

Valsartan
and
sacubitril

cakyobiTpun
N HaTpito i
BasicapTaH
avHaTpilo

C09DX0
4

TabneTtkn, BKPUTI
NAiBKOBOO
o060s10HKOM, 49
Mmr/51 mr, no 7
Tabnetoky
6nictepi; no 4
6nictepn y
KapTOHHIN nayui
abo no 14

MicTtpan
Kenitan
MeHemkmeH
T NimiTepq,

AHrniA

Bupo6HMLTBO
roToBoi
nikapcbKoi
dhopmu,
nepBUHHA Ta
BTOPVHHA
ynakoBka,
KOHTPO/Ib Ccepil,
BMNYyCK cepil:

Ynni

BHECEHHS 3MiH
ao
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHM 3 SKOCTi.
[oToBMIA
nikapcbknii
3aci6. KoHTposb

3a
peuyenmom

UA/20362/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

Tabnetoky
6nictepi; no 2
6nictepny
KaTOHHIl nauui

CiHTOH Yuni
Ntpa, Ywnni

roToBOro
nikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPOBYBaHHSA
roToBOro
nikapcbKkoro
3acoby
(He3HayHa 3miHa
y 3aTBEPMKEHNX
meTofax
BUNPOOYBaHHS)
HesHauHa 3miHa
y 3aTBEPAKEHNX
mMeTogax
KOHTPO/0
AKOCTI, 3a
nokasHukamm
"Po34nHeHHsA",
"OfHOpIfHICTb
[030BaHNX
OAVHULB",
"KinbkicHe
BU3HA4YEHHA", B
cave
BUMPaB/eHHS
HeTo4YHOCTEN B
MeTtogax
KOHTPO/0
AKOCTI, siKi 6ynn
aonyuieHi npu
nepeknagi
po3sginy
3.2.P.5.2
AHaNITNYHI
MEeTOAMKM

82.

KOPCABA/

Valsartan
and
sacubitril

cakyobiTpun
N HaTpito i
BasicapTaH
avHaTpilo

C09DX0
4

TabneTtkn, BKPUTI
NAiBKOBOO
060/10HKO0, M0 97
mr/103 wmr; no 7
TabneToky
6nictepi; no 4
6nictepu y
KapTOHHIN nayui
abo no 14
Tabnetoky
6nicTepi; no 2
6nictepu y

MicTtpan
Kenitan
MeHemkmeH
T NimiTepq,

AHrniA

Bupo6HMLTBO
roToBoi
nikapcbKoi
dhopmu,
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/Ib Ccepil,
BMMYCK Cepil:
CiHTOH Yuni
Ntpa, Ywnni

Ynni

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHM 3 SKOCTi.
loToBMIA
nikapcbkni
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa y

3a
peuyenmom

UA/20362/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

KaTOHHIl nauui

mMeToaax
BMNPOBYBaHHSA
roToBOro
nikapcbKkoro
3acoby
(He3HayHa 3miHa
y 3aTBEPMKEHNX
mMeTofax
BUNPOOYBaHHs)
HesHauHa 3mMiHa
y 3aTBEPAKEHNX
mMeTogax
KOHTPO/0
AKOCTI, 3a
nokasHukamm
"P0O34MHEHHA",
"OfHOpIfHICTb
[030BaHNX
OAVHULB",
"KinbkicHe
BU3Ha4YeHHA", B
cave
BUMNpPaB/IEHHSA
HeToYHOCTEW B
MeTtogax
KOHTPO/0
AKOCTI, SiKi 6ynn
nonyLieHi npu
nepeknagi
po3sginy
3.2.P.5.2
AHaNITNYHI
MEeTOAMKM

83.

KCANIATAH®

latanopros
t

nartaHonp
OoCT

SO1EEO
1

Kpanni OuHi,
po3umH 0,005 %;
no25mny
nonieTMneHoBOMy
thnakoHi; no 1
hakoHy B
KapTOHHI Kopo6Lli

Biatpic
CnewenTi
nnc

CLWA

Mcpaiizep
MeHtothekuypuH
r benbris

Benbris

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHM Wwoao
6e3nekn/ecektu
BHOCTI Ta
thapmakoHarnsg,
y. 3miHa y
KOPOTKii
XapakTepucTui
nikapcbKkoro
3acoby, TekcTi
MapKyBaHHS Ta

3a
peyenmom

He
niossieae

UA/11617/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
IHCTpYKLUIiT Ana
MeAnYyHoro
3acTOCyBaHHS
Ha nigcTasi
perynspHo
OHOB/IOBAHOIO

3BiTYy 3 6e3neku
nNikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3nekn
3acToCyBaHHSA
nikapcbkoro
3acoby B
nicnspeecTpauii
HWi1 nepiog, abo
AK pesynbTart
OLLiHKV 3BITY 3
[ocnigkeHb,
npoBeAeHnx
BigNoBigHO A0
nnavy
negjiaTpuyHmx
[ocnigpkeHb
(PIP) (iHwwi
3MiHM) 3MiHK
BHECEHO A0
IHCTpYKLUIiT Ana
MeAnYHOro
3acToCyBaHHSA
nikapcbKkoro
3acoby fo
po3ginis
"apMaKkoorivHi
BNACTUBOCTI",
"OcobnueocTi
3aCTOCyBaHHA",
"Cnoci6
3acToCyBaHHSA
Ta gosu", "AOitn"
(pepakuiiiti
YTOYHEHHS),
"MoGiuHi
peakujii”.
BBegeHHs 3MiH
NpoOTArom 6-Tn
MicauiB nicns

3aTBEPAKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3Minn | Tuny -
3MiHu Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapMakoHarnag,
y (iHWi 3MiHK)
3MiHU BHECEHO
[0 iHCTPYKUT
AN MegnvHoro
3acTocyBaHHs
nikapcbKoro
3acoby go
po3gainy "Mo6iuHi
peakuji" woao
HEeoO6XiAHOCTI
3BiTyBaHHSA Mpo
MOX/MBI NOBGIYHI
peakuji abo
HeeeKTUBHICTb
nikapcbKoro
3aco0y.
BBefeHHs 3MiH
NpoOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS

84.

KCENbAH3

tofacitinib

TodhauunTn
HiBYy
unTpat

LO4AFO
1

TabneTku, BKPUTI
NMiBKOBOIO
060/10HKOI0, M0 5
Mmr; no 14
TabneTtoky
6nictepi; no 1 abo
4 6nictepn y
KapTOHHI nauui

Mdparizep
Eiy.Ci.NMi.
Kopnopeii
H

CLA

BMPOGHMLITBO 3a
MOBHUM LMIK/IOM:
Mcpaiizep
MeHtothekuypuH
r JoiiuneHp,
6X

HimeyunHa

BHECEHHS 3MiH
ao
peecTpauinHux
marepianis:
3miHu Il Tuny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
thapMakoHarnag,
y. 3MiHN Yy
KOPOTKili
XapakTepucTuui
nikapcbKoro
3acoby, TeKCTi
MapKyBaHHS Ta
IHCTpYKUii gns
MeAnYHOro
3aCTOCYBaHHA Y
3B'A3KY i3
HOBUMU A@HVMU
3 SIKOCTI,
LOKMIHIYHUMK,
KMiHIYHUMWN

3a
peyernmom

He
niosisieae

UA/14485/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

AaHummn Ta
JaHumm 3
thapmakoHarnag,
y - 3MiHU
BHECEHO [0
IHCTpYKUIii gns
MeAn4yHOro
3acTOCyBaHHSA
nNikapCcbKoro
3acoby fo
posgainy
"3acTocyBaHHs
y nepiog
BariTHoCTi abo
rofyBaHHs
rpyaak” Ta fo
KOPOTKOT
XapakTepucTuku
nikapcbkoro
3acoby fo
posginy "4.7.
3acTocyBaHHsA
nig yac
BariTHOCTI Ta
rogyBaHHs
rpyaaw”.
BeeneHHs 3MiH
npotarom 9
MicauiB nicns
3aTBEPKEHHS.
3MinHu 1l Tuny -
3MiHu Wwoao
6e3nekn/edekTn
BHOCTI Ta
dhapmakoHarnsg,
y. 3MiHn y
KOPOTKili
XapakTepucTuui
nNiKapcbKoro
3acoby, TEKCTi
MapKyBaHHS Ta
IHCTpYKUIii gns
MeAn4yHOro
3acToCyBaHHA Yy
3B’A3KY i3
HOBUMU A@HUMWU
3 AKOCTI,

OOKNIHIYHUMN,
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

KNiHIYHUMUN
AaHuMu Ta
JaHnuMn 3
hapmMakoHarnag,
y
3MiHU BHECEHO
[0 iHCTPYKL,T
ANna MeAnyHoro
3acToCyBaHHSA
nikapcbkoro
3acoby fo
po3ginis
"Oco6nmBoCTI
3aCcToCyBaHHA",
"Mo6iyHI
peakuii” Ta fo
KOPOTKOT
XapakTepucTuku
nikapcbkoro
3acoby fo
po3sginis "4.5.
OcobnuBi
3acTepexeHHs
Ta 3anobikHi
3axoam npm
3acTOCyBaHHI",
"4.9. Mo6iyHi
peaxuii”.
BBefieHHs 3miH
npotsArom 9
Micauis nicnsa
3aTBEPKEHHS.

85.

KCENbAH3

tofacitinib

TochaumnTn
HiBY
unTpar

LO4AFO
1

TabneTkn
NPOJIOHroBaHoI Aji
nollwmr;no7
TabneTtok
NPOJIOHroBaHoI Aji
y 6nicTepi, no 4
6nictepn y
KapTOHHI Kopo6Lli

Mdpaiizep
Eiiu.Ci.Mi.
Kopnopeiiw
H

CLIA

TecTyBaHHs,
nakyBaHHs,
BWMNYCK Cepil:
Mdpaiizep
MeHtodekuypuH
r Jonuneng
v6X,
HimeuuunHa;
BMPOBHMLTBO,
TecTyBaHHS:
Biatpic
dapmacbtoTikan
3 J11C, CWA

HimeuuunHa/
CLWA

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHu Il Tuny -
3MiHn Wwopo
6e3nekn/edekTn
BHOCTI Ta
hapMakoHarnag,
y. 3MiHn y
KOPOTKili
XapakrepucTumui
nikapcbKoro
3aco0by, TeKcTi
MapKyBaHHS Ta
IHCTPYKUIT Ans

3a
peyenmom

He
nionsizae

UA/14485/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa

npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep

peecmpayitiHo
20

nocsioYeHHs

MeAn4yHOro
3acToCyBaHHA Yy
3B’A3KY i3
HOBUMU A@HUMWU
3 AKOCTI,
OOKNIHIYHUMN,
KNiHIYHUMUN
JaHumun Ta
JaHuMn 3
hapmakoHarnag,
y. 3MiHn
BHECEHO A0
IHCTpYKLUIiT Ana
MeAnYHOro
3acToCyBaHHSA
nikapcbkoro
3acoby fo
po3sginy
"3acTocyBaHHA
y nepiog
BariTHocTi abo
rogyBaHHs
rpyaaw”.
BBeneHHs 3MiH
npotarom 9
MicauiB nicns
3aTBEPAKEHHS.
3MinHu 1l Tuny -
3MiHu Wwoao
6e3nekn/edekTn
BHOCTI Ta
dhapmakoHarnsg,
y. 3MiHn y
KOPOTKili
XapakTepucTuui
nNikapCcbKoro
3acoby, TEKCTi
MapKyBaHHS Ta
IHCTpyKUii gns
MeAnYHOro
3acToCyBaHHA Yy
3B’A3KY i3
HOBUMU A@HUMWU
3 AKOCTI,
OOKNIHIYHUMN,
KNiHIYHUMUN
JaHumun Ta

AaHUMK 3
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

hapmMakoHarnag,
y.
3MiHV BHECEHO
00 IHCTPYKLUT
ANna MeAnyHoro
3acToCyBaHHSA
nikapcbKkoro
3acoby fo
po3ginis
"Oco6nmnBOCTI
3acTocyBaHHA"
Ta "MNobiyHi
peaxuii”.
BBefieHHs 3miH
npoTsrom 9
Micauis nicnsa
3aTBEPKEHHSA

86.

KCO/AP

omalizuma
b

omarnisyma
6

RO3DX0
5

NOPOLLOK A/1A
PO34nHY AnA

iH eKuUii no 75 wr;
1 donakoH 3
MOPOLLKOM Y
KOMMEKTi 3
PO3UYNHHVKOM
(Boga ons

iH eKLil)

no 2 mMn B
amnynax Ne 1 B
ynakoBLi

HoBapTic
dapma Al

LLiBelina
pis

HoBapTic ®apma
LTeiiH AT,
Lseiuapis;

Bupo6HMuTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHe
nakyBaHHs
PO3UYMHHYIKA:
JENTb®APM
ADKOH,
PpaHuis

LLiseiiuapis/
PpaHuin

BHECEHHS 3MiH
no
peecTpaviiHnx
Marepianis:
3MiHu | TUny -
3MiHM 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. 3miHn y
BMPOGHWLTBI.
3MiHuM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbkoro
3acoby,
BK/IHOHAI0UM
NPOMiKHUIA
NPOAYKT, WO
3aCTOCOBYETHCA
npu
BMPOGHNLITBI
roToBOro
nikapcbKkoro
3aco6y (iHLi
3MiHW). 3MiHN Y
npoueci
BMPOGHMLITBA
N3 (BUNyYeHHN
TemneparypHux
yMOB
no4aTkoBOro

3a
peyenmom

UA/9055/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

[0AaBaHHSA
CTepu/IbLHOT
BOAM ANA
iH'ekuii in bulk
(kpok 1) Ha
3aBogi
OENBbOAPM
[DKOH,
®paHuin. Takox
BHECEHHS
pefakuiiHux
3MiH B po34i/iun
3.2.P3.1,
3.2P.33. 1a
3.2.P.3.5. 3MiHn
I Tnny -
AfMiHiCTpaTMBHI
3MiHN.
BunyyeHHs
BMPOGHUYOT
LinbHUL
(BKNKOYaLOUM
AinbHULU Ana
ADI,
NPOMIXXHOro
npoaykTy abo
roToBOro
nikapcbkoro
3acoby,
OinbHUL gNs
npoBefeHHs
nakyBaHHs,
BMPOGHVIKa,
BignoBiganbHOro
3a BUNycK cepii,
micue
npoBefeHHs
KOHTPOAIO cepii)
abo
noctayanbHuKa
BUXifHOTO
marepiany,
peareHTy abo
[0NOMKHOT
PEYOBUHY (SIKLLO
3a3HayveHo y
[0CbE).
BunyyeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BMPOBHUYOT
AinbHuui ArEC
pas3 IME/[,
ABcTpis (AGES
Graz IMED,
Austria),
BignoBiganbHOI
3a KOHTPO/b
AKOCTI
PO3YMHHKKA.

87.

KCO/AP

omalizuma
b

omanizyma
6

RO3DX0
5

MOPOLLOK A5
pO34nHy AnA
iH'exuili no 150 mr;
1 donakoH 3
MOPOLLKOM Y
KOMMNEKTI 3
PO3UYNHHVKOM
(Boga ans
iH'exuili) No 2 mn B
amnynax Nel B
yMaKoBKL,i

HoBapTic
dapma Al

Lselina
pis

HosapTic ®apma
LLTeiH AT,
LBeiiuapis;

BTopuHHe
nakyBaHHs,
BWMNYCK Cepil:
Nex
dapmMacbioTUKasl
¢ A.4., CnoBeHist

Bupo6HMuTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHe
nakyBaHHs
PO3UYMHHYIKA:
JENTb®APM
ADKOH,
PpaHuis

LBeviyapis/
CnoBeHis/
®paHuin

BHECEHHS 3MiH
ao
peecTpauinHux
maTepianis:
3Minu | TUny -
3MiHK 3 SKOCTI.
[oToBMIA
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3MmiHM y npoueci
BUpPOGHMLTBA
roToBOro
nikapcbKoro
3acoby,
BK/IOYAKOUN
NPOMKHUIA
NPOAYKT, WO
3aCTOCOBYETLCA
npv
BMPOBOHULITBI
roToBOro
nikapcbKoro
3aco06y (iHLwi
3MiHW). 3MiHN Y
npoueci
BUpPOGHMLTBA
N3 (BUAyYeHHN
TemnepatypHux
yMOB
no4YaTkoBOro
[0AaBaHHSA
CTepubLHOI
BOAM ANnsi
iH'ekyil in bulk
(kpok 1) Ha
3aBogi
AE/Tb®APM

3a
peyernmom

UA/9055/01/02
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
ODKOH,
®paHuin. Takox
BHECEHHS

pefakuinHux
3MiH B po34i/in
3.2P.3.1,
3.2.P.33. 1a
3.2.P.3.5. 3miHKn
I Tnny -
AAMiHiCTpaTUBHI
3MiHW.
BunyyeHHA
BMPOBHUYOT
OiNbHUL
(BK/THOYALOUM
OinbHUUI oNs
Adl,
MPOMiXXHOrO
npoaykTy abo
roToBOro
nNiKapcbKoro
3acoby,
AinbHULU Ana
npoBefeHHs
nakyBaHHs,
BMPOGHMKA,
BignoBigasIbHOro
3a BUNyCK cepii,
micue
npoBefeHHs
KOHTPO/tO cepii)
abo
noctavyaibHuKa
BUXiQHOIO
marepiany,
peareHTy abo
[LOMOMDKHOT
PEeYOBUHY (SIKLLO
3a3HayeHo y
[OCbE).
BunyyeHHs
BMPOGHMYOT
AinbHuUi AFEC
'pa3 IME/L,
AscTpis (AGES
Graz IMED,
Austria),
BignoBigabHOI
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3a KOHTPO/b
AKOCTI
PO3YMHHYKA.
88. | KCONAP omalizuma | omanizyma | RO3DX0 | po3uvH gns Hosapric LBeiiua Bunyck cepii: LLiseiiuapisi/ BHECEHHS 3MiH 3a UA/9055/02/01
b 6 5 iH'ekujin, 75 mr/0,5 dapma Al pis HosaprTic ®apma | HimeuunHa/ ao peyenmom
mn; no 0,5 mn v6X, ®paHLis peecTpauiiHux
pO34MHYy aoNs HimeuuunHa; mMaTtepianis:
iH'eKLin y KoHTposb 3Minn | Tuny -
nonepegHbL0 AKOCTI, AOMiHICTpaTMBHI
HanoBHEHOMY BTOPVHHE 3MiHN.
Lwnpuui 3 nakyBaHHs: BunyyeHHs
3aKpinaeHo HoBaprTic ®apma BMPOGHMYOT
roflIkoto Ta LLTeltH AT, LinbHUL
KPWLLIKOKO Ha Lseiuapis; (BK/THOYAIOUM
ronky; no 1 Brpo6HMUTBO, OinbHUL gNns
nonepegHL0 KOHTPO/1b SIKOCTi Adl,
HanoBHeHOMY (TinbKkn MPOMiXXHOro
Lnpuly y CTepUNbHICTb Ta npoaykTy abo
6nictepi; 1 b6akTepiasibHi roToBOro
6nictep y €HAO0TOKCUHN), nikapcbKoro
KapTOHHil nepBUHHE 3acoby,
Kopo6Li; nakyBaHHS: OinbHUUI oNns
Beta ®apma- npoBefeHHs
depTirboHr nakyBaHHS,
v6X eHp Ko. BUPOGHMKA,
KI', HimeuunHa; BignoBigaIbHOro
KoHTponb skocTi 3a BUNycK cepii,
(3a micue
BUK/IOUEHHAM npoBefeHHs
CTEepPUNbHOCTI Ta KOHTPO/0 cepii)
HakTepiasibHuX abo
€HO0TOKCUHIB): nocravasibHuKa
HoBapTic ®apma BUIXiHOTO
CAC, ®paHuis; marepiany,
Bupo6HMLTBO peareHTy abo
(Tinbkn [L0MNOMIXHOT
KOHTPO/b PeyoBUHY (SKLLO
Bi3yaslbHMX 3a3HayveHo y
nedekTiB), LOCbE).
BTOPVIHHE BunyyeHHs
nakyBaHHs, QOYHKLT
KOHTPO/Ib AKOCTI «BUPOBHMLITBO
(Tinbkn (TiNbkM
CTEPUSIBHICTb Ta KOHTPO/Ib
bakTepianbHi Bi3yaslbHMX
€HAO0TOKCUHN): nedekTiB)» y
Beta ®apma- BMPOGHMYOT
PepTirboHr AinbHuui MN3
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
v6X eHp Ko. Beta ®apma-
KI', HimeuunHa; depTirboHr
KoHTponb sikocTi v6X eHg Ko.
(Tinbkn Kr,
CTEePUbHICTb Ta LWyTueHwTpacce
bakTepianbHi 87, PaBeHcoypr,
€HA0TOKCUHN): BageH-
BeTta ®apma- BiopTembepr,
depTirboHr 88212,
v6X eHp Ko. HimeuuunHa.
KI', HimeuunHa; Bupo6bHnua
Bupo6HuLTBO OinbHUUSA
(Tinbkn 3amMwaeTbCs
KOHTPONb BiANOBIAA/IbHOIO
Bi3ya/lbHUX 3a «KOHTpO/b
nedpekTi): BeTta AKOCTI (TiNbkn
Papma- CTEPUSIBHICTb Ta
depTirboHr 6akTepiasibHi
v6X eHp Ko. €HOO0TOKCUHN)».
KI, Himeuunna Bupo6HYvKK Wwo
3a/MwaTbCA
BUKOHYIOTb
hyHKL0 SKa
BUJTyYaETbCA.
3MiHu | TNy -
ALMiHICTpaTMBHI
3MiHW.
BunyyeHHs
BMPOGHUYOT
LinbHUL
(BKNKOYaLOUM
AinbHULU Ans
Adl,
NPOMIXXHOro
npoaykTy abo
roToBOro
nikapcbkoro
3acoby,
OinbHUL gNs
npoBefeHHs
naxyBaHHs,
BMPOGHVIKa,
BignoBiganbHOro
3a BUNycK cepii,
micue
npoBefeHHs

KOHTPOAIO cepii)
abo
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

noctayanbHuKa
BUXifHOTO
marepiany,
peareHTy abo
[0NOMDKHOT
PEYOBUHY (SIKLLO
3a3HayveHo y
LOCBE).
BunyyeHHA
BMPOBHUYOT
AinbHuui M3
Papmnor dapma
NopxuncTik
m6X,
HimeuunHa,
BignoBigasnbHOI
3a (hyHKLi0
«BTOPUHHE
nakyBaHHS».
Bupo6HYvKK Wwo
3a/IMWAaTbCS:
HosapTic ®apma
LWTeiiH AT Ta
Beta ®apma-
PepTirboHr
v6X eHg Ko.
KI" (MoocsBizeH
2, YHTepeLuax,
PaBeHc6ypr,
BbageH-
BropTtembepr,
88214,
HimeuunHa)
BUKOHYIOTb Ti X
cami pyHKLIT.

89.

KCO/NAP

omalizuma
b

omarisyma
6

RO3DX0
5

PO34MH AN
iH'ekyiin, 150 mr/1
Mn; no 1 mn
pO34nHy AnA
iH'eKLin y
nonepegHL0
HanoBHEHOMY
Lwnpuui 3
3aKpinaeHow
rOMIKOK Ta
KPWLLIKOO Ha
roniky; no 1
nonepegHLo

HoBapTic
dapma Al

LLiBelina
pis

Bunyck cepii:
HosapTic ®apma
v6X ,
HimeyuunHa;
KoHTposb
SKOCTI,
BTOPVIHHE
nakyBaHHs:
HosapTic ®apma
LTeliH AT,
LBeiiuapis;
Brpo6HMUTBO,
KOHTPO/Ib IKOCTI

Himevunna/
Lseiuapis /
®paHuis

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHu | TNy -
AOMiHICTpaTMBHI
3MiHN.
BunyyeHHs
BMPOGHMYOT
OinbHUL
(BKKOYAOUM
AinbHWLU Ans
Adl,

3a
peyenmom

UA/9055/02/02
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
HanoBHeHOMY (Tinbkn NPOMIXXHOro
wnpuuy y CTEpPUSIbHICTb Ta npoaykty abo
6nictepi; 1 bakTepianbHi roToBOro
6nictep y €HAO0TOKCUHN), nikapcbKkoro
KapTOHHi Kopobuyi nepByHHe 3acoby,
nakyBaHHs: OinbHUL gNs
Beta ®apma- nposefeHHs
PepTirboHr nakyBaHHs,
v6X eHg Ko. BMPOGHVKa,
KI, HimeuuunHa,; BignoBiganbHOro
KoHTposb skocTi 3a BUMYCK Cepild,
(3a micue
BUK/OYEHHAM npoBefeHHs
CTEepWIbLHOCTI Ta KOHTPOAIO cepii)
bakTepianbHNX a6bo
€HO0TOKCUHIBY): noctavyasibHuka
HosaprTic ®apma BUXifHOTO
CAC, dpaHuis; marepiany,
Bupo6HMLTBO peareHTy abo
(TinbKkn [0NOMDKHOT
KOHTPO/b PEYOoBUHY (SKLLO
Bi3yas/lbHUX 3a3HayveHo y
nedexTis), LOCBE).
BTOPVIHHE BunyyeHHs
nakyBaHHs, oyHKLT
KOHTPO/Ib SAKOCTi «BUPOBHMLTBO
(Tinbkn (TinbKM
CTEpUNbHICTb Ta KOHTPO/b
H6akTepiabHi Bi3yaslbHNX
€HL,0TOKCUHM): AedekTiB)» y
Beta ®apma- BMPOBHUYOT
depTirboHr AinbHuui MN3
v6X eHg Ko. Beta ®apma-
KI, HimeuuunHa,; PepTirboHr
KoHTposb skocTi v6X eHg Ko.
(Tinbkn K,
CTEpUNbHICTb Ta LyTueHwTpacce
6akTepiasibHi 87, PaBeHcobypr,
€HA0TOKCUHN): Bagen-
Beta ®apma- BropTembepr,
depTirboHr 88212,
v6X eHg Ko. HimeuumHa.
KI, HimeuuunHa,; Bupo6bHnua
Bupo6HuLTBO AiNbHUUA
(Tinbkn 3a/IMLLIAETbCA
KOHTPO/1b BiANOBiAa/IbHOO
Bi3yaslbHWX 3a «KoHTpob

nedoekTiB): Beta

SKOCTI (TiNbkn
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

dapma-
PepTirboHr
v6X eHg Ko.
KI, HimeuunHa

CTepUbHICTb Ta
6akTepiasibHi
€HIOTOKCUHM)».
BUpo6HWKK Lo
3a/mLwaTbes
BUKOHYIOTb
OyHKLjIO SiKa
BU/TyYaETbCS.
3Mminu | Tuny -
AfMiHiCTpaTnBHi
3MiHW.
BunyyeHHA
BMPOBHUYOT
OiNbHUL
(BK/THOYALOUM
OinbHUUI oNs
Adl,
MPOMiXXHOrO
npoaykTy abo
roToBOro
nNiKapcbKoro
3acoby,
AinbHULU Ana
npoBefeHHs
nakyBaHHs,
BMPOGHMKA,
BignoBigasIbHOro
3a BUNyCK cepii,
micue
npoBefeHHs
KOHTPO/tO cepii)
abo
noctavyaibHuKa
BUXiQHOIO
marepiany,
peareHTy abo
[LOMOMDKHOT
PEeYOBUHY (SIKLLO
3a3HayeHo y
[OCbE).
BunyyeHHs
BMPOGHMYOT
AinbHuui MN3
Papmor dapma
JNlopxuncTik
m6X,
HimeyumHa,
BignoBigabHOI
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3a (PyHKLi0
«BTOPUHHE
nakyBaHHS».
BUpo6HWKK Lo
3aMLIAI0TLCS:
HoBapTic ®apma
LTeiiH AT Ta
Beta ®apma-
®epTirboHr
v6X eHg Ko.
KI" (MoocsizeH
2, YHTepewiax,
PaseHcoypr,
BageH-
BiopTtembepr,
88214,
HimeuunHa)
BVIKOHYIOTb Ti X
caMi QoyHKU;i.

90.

NANATUHIB-
BICTA

lapatinib

nanaTtuHio

y
autocunat

LO1XEO
7

TabneTku, BKPUTI
NMiBKOBOIO
060/10HKOI0, N0
250 mr, no 7
TabneTtoky
6nictepi; no 10
6nicTepis y nauui
3 KQpPTOHY

Mictpan
Kenitan
MeHepxmeH
T Nlimiteq,

AHrnig,
AHrnis,
AHrniA

PAPOC MT
Nimiten,
ManbTa;

PEMEAIKA

nTA, Kinp

ManbTa
/Kinp

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3MiHun | TUnY -
3MiHM 3 SKOCTI.
Adl.
B1po6HMLTBO.
3MiHa
BMPOOHMKA
BMXigHOro/npomi
XXHOTo
npogykty/peare
HTY, WO
BUKOPVCTOBYIOTb
cay
BUPOGHNYOMY
npoueci Adl,
abo 3miHa
BMPOGHMKa
(BKnovatouu, ae
Heob6XigHo,
micue
npoBefeHHs
KOHTPO/H0
akocTi) A®l (3a
BifCYTHOCTI
ceptudikata
BignoBigHOCTI

3a
peyernmom

UA/20275/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

€Bponeicbkili
thapmakonei 'y
3aTBEPKEHOMY
[0CbE)(3MiHM 10
3axofis,
NnoB'A3aHuX 3
KOHTponem Adl,
ab0 fofaBaHHA
LinbHUUi, ae
NpoBOANTLCS
KOHTPO/b/BUNPO
6yBaHHs cepii) -
3amiHa AinbHuLi
Arizest
(Shanghai)
Pharmatech Co.,
AaKa €
30BHILUHbLOIO
OinbHUUE oNns
TECTyBaHHs
Oomiwkn J gns
A®| nanaTuHi6
avTocunar, Ha
HOBY AiNTbHNLO
— Shanghai
Acebright
Pharmaceuticlal
Co.. Ltd., China.
[itoya pepakuis:
3.2S8.21
Manufacturer
External testing
site
Arizest
(Shanghai)
Pharmatech Co.,
Ltd.

1999
Zhangheng
Road, Pilot Free
Trade zone,
Pudong 201203,
Shanghai, China
External testing,
Impurity J
testing functions
of the active
substance.




n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HerameH

Hasga
diroyoi

Koo
ATX

®opma sunycky
(nikapcbka

3asasHUK

196

KpaiHa Bupo6Huk

Kpaina

mosaHa
Haszsa*

pe4dyoBsuUuHU

chopma,
ynakoska)

3asisBHU
Ka

BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHA**

Homep
peecmpayitiHo
20
nocsioyeHHs1

MponoHoBaHa
peakujs:
3.28.21

Manufacturer

External testing
site

Shanghai

Acebright

Co., Ltd.
N0.9125 Hunan
Road, Huinan
Town, Pudong
New Area,
Shanghai
201300, China
External testing,
Impurity J
testing functions
of the active
substance.
3MiHu | THny -
3MiHM 3 SIKOCTi.
A®|. KoHTposb
A®I. 3miHa y
MeTogax
BMNPOOYBaHHS
Adl abo
BUXifHOTO
martepiasy/npom
DKHOro
npoaykTy/peare
HTY, WO
BUKOPUCTOBYETH
cA'y npoueci
BMPOGHMLTBA
A®DI| (He3HauHI
3MiHN Y
3aTBeppkeHunx
MeToaax
BUNPOBYBaHHSA) -
HEe3HauHi 3MiHN
B MeToAuLi
BUMNPO6OBYBaHH
A AOMiLKN J B
po3gini 3.2.5.4.2
analytical

Pharmaceuticals

procedure ans
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
A®| nanaTuHi6
avTtocunar, a
camve gns
KpaLLoT AICHOCTI
JojaHo
nocunaHHA Ha
LOQ, To6TO
«The LOQ of
Impurity J is
0.20ppm, if the
calculation result
is less than
LOQ, the result
is reported as
LOQ”
91. | JIETPOBICTA letrozole netposon LO2BGO | Ttabnetku, BKpUTI MicTtpan AHrniA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 3a UA/16706/01/01
4 NNiBKOBOIO Kenitan C.n. 0o peyenmom
060/10HKO10, N0 MeHepxmeH peecTpauiiHux
2,5wmr, no 10 T NimiTepq, mMaTtepianis:
TabneToky 3Minn | Tuny -
6nictepi; no 3 3MiHM 3 SKOCTi.
6nictepu B Ceptucpikat
KapTOHHI Kopo6Lyi BignosigHocTi/l"
E-cepTudpikart
BignoBigHOCTI

€Bponecokiin
hapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
ceptudikaTa
BiANOBIAHOCTI
ab0o BUNyYEHHS
ceptudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ansa A®l; gna
BUXiQHOTO
martepiany/pear
€HTY/NPOMIXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
LOMOMDKHOT
peyoBVHM




198

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -

OHoBNEHWIA
cepTtudikaT Big,

yxe
3aTBEPIKEHOrO

BMPOGHUKA -

noAaHHs

OHOB/IEHOTO
CEP pnsa Aol
NeTpo3son Big

yxe
3aTBEPKEHOr0
BMpOOHUKa
SYNTHON B.V.,

CEPNe CEP
2010-269-Rev

02 Ha 3aMiHy

CEP Ne R1-CEP
2010-269-Rev
01.(oHoBnNEHO P.
3.2.5.2.1.Bupob
HUK(-1); BHECEHO
aHaniTUYHi
METOAVKY;
OHOB/IEHO
OOMILLKM Y
cneuudikayyi, a
cave
cneundikoBaHi

nowmiwkn Ai B
nepeHeceHo Ao
Hecneuudikosa

HUX Ta
BiAgMnoBigHO
3BYXEHO iX

Kputepii
NPUAHSATHOCTI;
nocuneHo
Kputepii
NPUAHATHOCTI 3a
NOKa3HWNKOM
«KinbkicHe

BU3HAYEHHSA» 3

97,5-102% po
98-102 %;
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
MOKa3HWK
«Po3mip
4acToK»
[OMOBHEHO
po3smipom d(0,5))
92. | MIHENIA linezolid niHesonig | JO1XX0 | po3uuH Ans TOB "lOpis- | YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH 3a He UA/12541/01/01
8 iHcy3iiA, 2 Mr/m; Papm"” Papm” 0o peuyenmom nionsieae
no 300 mny peecTpauinHnx
KOHTeliHepi Marepianis:
noniMepHomy y 3MiHu | TUny -
BakyyMHIi 3MiHM Wwoao
noniMepHii 6e3nekn/edekTn
ynakosLi; no 1 BHOCTI Ta
noniMepHomy thapmakoHarnag,
KOHTEliHepy y y. 3MiHN Y
BaKyyMHiii KOPOTKili
nonimepHii XapakrepucTumui

ynakoBLji y nauui 3
KapTOHY

nikapcbKoro
3aco0by, TeKCTi
MapKyBaHHS Ta
iHCTpyKLUIii pns
MeAnYHOro
3aCcTOCyBaHHS
reHepuyHux/ribp
naHux/6ionoaioH
UX NiKapCbKMX
3acobis nicna
BHECeHHA Tiel
camoi 3MiHM Ha
pechepeHTHUiA
npenapart (3MiHa
He noTpebye
HafaHHs
XKOLHMX HOBMX
[00aTKOBUX
OaHnx) 3MiHKn
BHECEHO A0
IHCTpYKUii gns
MeAn4yHOro
3acTocyBaHHs
nikapcbKoro
3acoby y
po3ainu
"dapMaKoorivHi
BNaCTWBOCTI",
"B3aemogis 3
HWMMK
NiKapCbKUMmn
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

3acobamu Ta
iHLWIi BUAN
B3aemMogijin",
"Oco6nmBoCTI
3acToCyBaHHA",
"Cnoci6
3acTocyBaHHS
Ta gosun",
"Mo6iyHI
peaxuii"
BiANOBIAHO A0
iHchopmauit
oo
MeAnYHOro
3acToCyBaHHSA
pechepeHTHOro
nikapcbKoro
3acoby
(3VIBOKC).
3MiHV BHECEHO
[0 KOPOTKOT
XapakTepucTuku
nNikapcbKoro
3acoby y
po3gainu "4.2.
[lo3n Ta cnoci6
3aCcToCyBaHHA",
"4.5. Ocobnmsi
3acTepexeHHs
Ta 3anobikHi
3axoam npm
3acToCyBaHHI",
"4.6. B3aemogis
3 iHLWMMK
niKkapcbkumu
3acobamu Ta
iHLWIi BUAN
B3aemogiit",
"4.9. Mo6iyHi
peaxuir”, "5.2.
dapmakokiHeTVy
Hi BNnacTneocCTi"
BignoBigHO A0
iHchopmauii
o0
MeAn4yHOro
3acToCyBaHHsA
pedhepeHTHOro




201

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
nikapcbkoro

3acoby
(3VIBOKC).
BBefeHHs 3MiH
NpPOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS
3Minn | Tuny -
3MiHM Wwoao
6e3nekn/ecexTu
BHOCTI Ta
thapmakoHarnsg,
y. 3miHa y
KOPOTKili
XapakrepucTuui
nikapcbkoro
3acoby, TekcTi
MapKyBaHHS Ta
IHCTpYKLUIiT Ana
MeAnYHOro
3acToCyBaHHSA
Ha nigcTasi
perynsipHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku
nNikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3nekn
3acToCyBaHHSA
nikapcbKkoro
3acoby B
nicnspeecTpauii
HWi1 nepiog, abo
AK pesynbrart
OLLiHKY 3BITY 3
[ocnigKeHb,
npoBeAeHnx
BigNoBigHO A0
nnavy
negjaTpuyHmx
[ocnigpkeHb
(PIP) (3miny
Y3rOKEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) 3miHn

BHECEHO A0
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

IHCTpYKLUIiT Ana
MefNYHOro
3acToCyBaHHSA
nikapcbKkoro
3acoby y po3gin
"Mo6iyHI
peaxkuii"
BiANOBIAHO A0
OHOB/IEHOT
iHbopmauii 3
6e3neku giroyoi
PeyoBUHN.
3MiHV BHeceHo
[0 KOPOTKOT
XapakTepucTuku
nikapcbkoro
3acoby y
po3ain“4.9.
Mo6iuHi peakuii”
BiANOBIAHO A0
OHOB/IEHOT
iHbopmauii 3
6e3neku giroyoi
PeyoBUHN.
BBegeHHs 3MiH
NpPOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS

93.

MAKPOLIE®

Cefoperaz
one and
beta-
lactamase
inhibitor

uedonepa
30H
Hatpito Ta
cynbbakTa
M HaTpito

JO1DD6
2

MOPOLLOK A5
pO3unHy Ans

iH ekuili no 1000
mr/1000 mr; 1 a6o
no 5 donakoHiB 3
NOPOLLKOM Y
KapTOHHI Kopo6Lyi

TOB
"ICTOAPM"

Ykpaina

TOB
"ICT®APM",
YKpaiHa
(nakyBaHHs i3
chopmum in bulk
HCMC Xe6eli
XyamiH
dapmachbloTikan
KomnaHi
Nimiten, Kntaii)

Ykpaina

BHECEHHS 3MiH
ao
peecTpauinHux
maTepianis:
3Minu | TUny -
3MiHK 3 SKOCTI.
[oToBMIA
nikapcbkuii
3aci6. 3MiHn y
BMPOGHULTBI.
3miHa
iMnopTepa/3miHn
, LLIO CTOCYHOTbCA
BWMYCKy cepii Ta
KOHTPO/HO AKOCTI
roToBOro
nikapcbKoro
3acoby (3amiHa
ab0 fofaBaHHsA
AOiNbHUUI, Ha

3a
peyenmom

UA/19795/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
AKiN
3[jACHIOETbCS
KOHTPO/b/BMNPO
6yBaHHs cepii)
BBE/EHHSA
[,04aTKOBOT
KOHTPaKTHOT
nab6oparopii gns
KOHTPO/IHO AKOCTI
chopmum in bulk
nepeg, BUMyckom
cepii N3
Na6opaTtopis
thapmaueBTUYHO
ro aHanisy
[epxaBHe
nignpYEMCTBO
«[lepxaBHuii
ekcnepTHUiA
LEeHTp
MiHicTepcTBa
OXOPOHMN
3[0p0oB’'A
YkpaiHm»
(03057, m. Kuis,
BY/. AHTOHa
Llegika, 14)

94. | MEKIHICT trametinib | TpametuHi | LO1EEO | Ta6bneTtku, BKpUTI HosapTic LBeiiua BUPOBHMK ITania/ BHECEHHS 3MiH 3a UA/16836/01/01
6y 1 NAiBKOBOO dapma Al pis Hepo3cacosaHo Icnanis/ ao peyenmom
avmeTunc o6onoHkot no 0,5 T npoaykuji Ta LLiseiiuapis/ peecTpauiiHux
ynboKecn mr; no 30 KOHTPO/Ib SIKOCTI: CnoseHisa mMaTtepianis:

4 TabneToky nakcoCwmiTKns 3Minn | Tuny -
chnakoHi, no 1 H 3MiHM Wwoao
dhnakoHy B MaHydakTypuHr 6e3nekn/ecektu
KapTOHHI Kopo6Lyi C.n.A, Itanis; BHOCTI Ta

nepBuHHEe Ta dhapmakoHarnsg,
BTOPUHHE y. 3miHa
nakyBaHHs, yacToTu Ta/abo
BMMYCK Cepil: TEepMiHiB
nakco nogaHHsa
Bennkom C.A., perynspHo
Icnanis; OHOBJIOBaHNX
BMPOBHULTBO, 3BITiB 3 6e3neku
KOHTPO/Ib SIKOCTI: NiKapCbKnX
HoBapTic ®apma 3ac06iB 3miHa
LTeliH AT, yactotu Ta
Lseiuapis; TEPMiHY
4acTKOBWi nofAaHHs
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
KOHTPOJIb SIKOCTI: perynsipHo
dapmaHaniTuka OHOBJ/1I0OBAHOTO

CA, Weeiiuapis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepil:
HosaprTic
PapmacboTuKas
MaHyakTypiHr
NNC, CnoseHis

3BITYy 3 6e3nekn
nikapcbKkoro
3ac06y MekiHicT,
TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0 NO
0,5 mr; no 30
Tabnetok y
chnakoHi, no 1
chnakoHy B
KapTOHHii
KOpoo6Lj;
TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0 NO 2
mr; no 30
Tabnetok y
chnakoHi, no 1
chnakoHy B
KapTOHHii
Kopo6ui ditoua
pefakuis:
YacTota
noAaHHs
perynsipHo
OHOB/IIOBAHOIO
3BiTYy 3 6e3nekn
1 pik. KiHueBa
fjata ons
BK/TOYEHHS
naHux oo PO3b
—29.05.2025 p.
[ara nogaHHs -
07.08.2025 p.
lMponoHoBaHa
peaakuis:
YacToTa
nogaHHa PO3b
—3 poKu;
KiHueBa gata
ONSA BKIIOYEHHS
AaHux no PO3b
—29.05.2028 p.;
Jata nofgaHHs —
27.08.2028 p.
PekomeHayeTbC
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
A [0
3aTBEPIKEHHSA
BigNoBigHO A0
nepioguyHocCTi
noAaHHs
perynsipHo
OHOB/IIOBAHNX
3BITIB 3 6e3nekn
NiKapCbKNX
3acobiBy EC
95. | MEKIHICT trametinib | TpameTuHi | LOLEEO | TabneTku, BKpUTI HoBapTic Lsenua BVPOGHMK ITanis/ BHECEHHS 3MiH 3a UA/16836/01/02
6y 1 NAiBKOBOO dapma Al pis Hepo3dacoBaHo Icnanis/ no peyenmom
anveTunc 060/10HKOI0 M0 2 T npoAykuii Ta LLiseiiuapisi/ peecTpauinHux
ynbhokeu mr; no 30 KOHTPO/Ib SIKOCTI: CnoBeHis marepianis:
a TabneTtoky "nakcoCmiTKns 3Minu | TUny -
dhnakoHi, no 1 H 3MiHV Wwoao
dnakoHy B MaHydhakTypuHr 6e3nekn/ecektn
KapTOHHI Kopo6Lyi C.n.A, Itanis; BHOCTI Ta
nepBuHHE Ta dhapmakoHarnsg,
BTOPUHHE y. 3MiHa
nakyBaHHs, yacToTu Ta/abo
BUNYCK cepil: TEPMIHiB
nakco nofaHHsa
Bennkom C.A., perynsapHo
Icnanis; OHOB/IHOBAHNX
BMPOGHMLITBO, 3BITIB 3 6e3nekn
KOHTPO/Ib SIKOCTI: NiKapCbKNX
HosapTic ®apma 3aco6iB 3MiHa
LLTeiH AT, yactoTu Ta
LBeiiuapis; TEPMiHy
4acTKoBWi noAaHHs
KOHTPO/Ib SIKOCTI: perynspHo
dapmananitvka OHOBJ/IOBAHOIO

CA, WeeiiLapis;
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs,
BWMNYCK Cepil:
HoBaprTic
dapmMacbloTUKasl
MaHythakTypiHr
NNC, CnoseHis

3BiTYy 3 6e3nekn
nikapcbKoro
3aco6y MekiHicT,
TabneTtkn, BKPUTI
N/1iBKOBOIO
060/10HKOIO MO
0,5 mr; no 30
Tabnetok y
chnakoHi, no 1
donakoHy B
KapTOHHiM
Kopoo6L;
TabneTtkn, BKPUTI
N/1iBKOBOIO

060/10HKOHO Mo 2
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

mr; no 30
Tabnetok y
dhnakoHi, no 1
donakoHy B
KapTOHHiiA
Kopob6ui ditoua
pejakuis:
YactoTa
nofaHHs
perynsapHo
OHOB/IHOBAHOIO
3BITYy 3 6e3nekn
1 pik. KiHueBa
fata gns
BK/TIOYEHHSA
naHux go PO3b
—29.05.2025 p.
Jata nogaHHs -
07.08.2025 p.
MponoHoBaHa
pefakuis:
YactoTa
nogaHHa PO3b
—3 poku;
KiHueBa gata
0119 BK/TIOYEHHSA
naHux oo PO3b
—29.05.2028 p.;
[ara nogaHHa —
27.08.2028 p.
PexkomeHAayeTbC
A 00
3aTBeppKeHHSA
BignoBigHO A0
nepioguyHocCTi
nofaHHs
perynspHo
OHOB/IIOBaHNX
3BITIB 3 6e3nekn
niKapcbknx
3acobiBy €EC

96.

MEJIOKC

meloxicam

MEJTIOKCUK
am

MO1ACO
6

PO34MH AN
iH'ekuili, 15 mr/1,5
M/; no 5 amnyny
hacoHHOMY
6nictepi; no 1 abo
2 6nictepny
KapTOHHI Kopobui

Megokemi
nTa

Kinp

Megokemi
Nimiteq

Kinp

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHu | TNy -
3MiHM 3 SIKOCTi.
A®I|. KoHTpOos1b

3a
peyenmom

UA/15382/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
A®l. 3miHa y
napameTpax
cneuudikauin
Ta/abo
AonyctumMmx
MEX,

BU3HAYEHUX Y
cneuudikaLlisx
Ha A®l, abo
BUXigHWiA/Npomi
XHUIA
npoaykT/peareHTt
, o
BUKOPVCTOBYIOTb
cA 'y npoueci
BMPOGHMLITBA
A®| (3BYXEHHSA
[OMyCTUMNX
Mex,
BU3HAYEHUX Y
cneuudikawii)
CynyTHS 3MiHa -
3MiHK 3 SKOCTi.
A®|. KoHTpOsb
A®l. 3miHa y
MeToaax
BMNPOOYBaHHS
Adl abo
BUXifHOTO
marepiany/npom
DKHOro
npoaykty/peare
HTY, WO
BUKOPVCTOBYETb
cA 'y npoueci
BMPOGHMLITBA
A®I (He3HaYHi
3MiHW Y
3aTBEPAKEHNX
mMeToaax
BUNPOOYBaHHSA)
3miHa
napameTtpis
cneumdikawii
AD|
MenoKcukamy
NS TeCTy Ha
baKTepiasibHi
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

€H/ZI0TOKCUHM, a
came nocunnTn
nimiT gns
[aHoro TecTy 3
"Bacterial
endotoxin limit:
23.4 1U/mg" Ha
"Bacterial
endotoxin limit:
13.3 IlU/mg".
[laHa 3miHa
HeobxigHa ons
Y3rOXKEHHS
cneumdikawii
AdI 3i
cneumaikauieto
roToBOro
NpoayKTy.
Takox
BHOCATLCS 3MiHU
y MigroToBLi
3paskis,
HeobXigHuxX ans
3MiHM
MakcyMasibHO
[OCTYMHOro
po3BeAeHHs, Lo
06yMOB/IEHO
3MIHOIO NIMITY
ans
6akTepiasibHUNX
€HOO0TOKCUHIB.
3Mminu | Tuny -
3MiHUM 3 SKOCTI.
CepTtudikar
BignosigHocTi/l
E-cepTudpikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/mo
Horpadii.
[NopaHHA HOBOrO
ab0 OHOB/IEHOTO
ceptudikata
BignoBigHOCTI
ab0 BUTyYEHHS
ceptudikata
BignoBigHOCTI
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

€Bponeicbkili

thapmakonei:

ona Aol; ans

BUXiQHOIO
martepiany/pear

€HTY/MPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOOHULITBI
ADl; ana
[LOMOMDKHOT
peyoBVHN
(ceptudhikat
BignoBigHOCTI
€Bponeicbkili
thapmakone) -
OHoBEeHWA
cepTuadikaT Bif
yxe
3aTBEPKEHOr0
BMpOGHMKa -
MopaHHA
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei R1-
CEP 2008-061-
Rev 01
(3aTBEpPAXKEHO:
R1-CEP 2008-
061-Rev 00) ans
Litouo’
peyoBUHN
MesIoKCMKaM Bif,
3aTBEPAKEHOr0
BMPOGHUKA
Aurobindo
Pharma Limited.
3Minn | Tuny -
3MiHK 3 SKOCTi.
CepTudpikat
signosigHocTi/l"
E-cepTtudpikart
BignoBigHOCTI
€Bponeiicbkili
chapmakonei/mo




Koo

dopma sunycky

3assHUK

210
Kpaina
3as8HU

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa

Ymosu
Bionycky

npoyeodypa

Pexknamys
aHHS**

Howmep
peecmpayitiHo
20
nocsioyeHHs1

n/n

Hasga
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

ATX

(nikapcbka
thopma,
ynaxoska)

Ka

MNogaHHA HOBOTO
abo OHOBIEHOTO

Horpadii.

cepTudikata
BignosigHoCTI
abo BUNyYEHHS
cepTudikata
BignoBsigHoCTI
€Bponeicbkili
thapmakonei:
ana A®l; ans
BUXiQHOTO
matepiany/pear
EHTY/NPOMiXHOT
0 NPOAYKTY, Lo
BMKOPWCTOBYHOTb
cay
BUPOGHULITBI
A®l; ans
[I0MNOMiIXKHOT
peyvoBUHN
(cepTudpikat
BignoBsigHoCTI
€Bponeicbkili
thapmakone) -
HoBwi
cepTudpikaT Ha
HecTepwibHUIA
AL, Akunii 6yae
BMKOPWCTOBYBaT
ucsa ans
BUPOGHMLITBA
CTEPUIbHOTO
nikapcbkoro
3aco0y, AKLLO
Boja
BMKOPUCTOBYETb
CS1 Ha OCTaHHiIX
eTanax CuHTesy
Ta MaTepian He
Bi/IbHMI Bif,
6akTepiasibHNX
€HOOTOKCUHIB -
MoAaHHsA HoBOrO
cepTudikata
BignoBigHOCTI
€Bponeicbkiit

dhapmakonei
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

CEP 2009-184-
Rev 00 gnisa
Lirouoi
peyoBVHN
MesiIoKCHKaMm Big,
HOBOrO
BMpOoOHUKa Sun
Pharmaceuticals
Industries
Limited. B
OHoBeHnx MKA
N3 B po3gini
cknag 3MiHn
GyayTb
3a3HayeHo, AK:
Sun
Pharmaceuticals
Industries
Limited, IHgis
(RAMDEV
CHEMICAL
PVT. LTD., IHgia
(BUpPOGHMLTBO
NPOMDKHUX
npoAaykTiB); Sun
Pharmaceutical
Industries Ltd.,
IHais
(BUpPOGHMLTBO
MesioKcuKamy)).
3MiHu | TNy -
3MiHK 3 SKOCTi.
CepTtudikar
BignosigHocTi/l
E-cepTudikart
BignoBigHOCTI
€Bponeicbkili
thapmakonei/mo
Horpadii.
INofaHHA HOBOrO
ab0o OHOB/IEHOTO
cepTudikata
BignoBigHOCTI
ab0o BUNYyYEHHS
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
chapmakonei:
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

ana A®l; ana
BUXifHOTO
matepiany/pear
eHTY/NPOMDKHOT
0 NMPOAYKTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHULITBI
A®l; ana
[0NOMIKHOT
peyoBUHN
(cepTuddikat
BignoBigHOCTI
€Bponeiicbkili
chapmakonei) -
OHoBNEHWIA
cepTudikaT Big
yxe
3aTBEPAKEHOr0
BMPOGHUKA -
MopaHHA
OHOB/IEHOTO
ceptudikata
BignoBigHOCTI
€Bponeicbkili
thapmakonei R1-
CEP 2008-061-
Rev 02 ansa
[Oitoyoi
peyoBVHN
MesIoKCuKaM Bif,
3aTBEPKEHOrO
BMPOGHMKa
Aurobindo
Pharma Limited

97.

ME/TOKCUKAM

meloxicam

MEJTIOKCUK
am

MO1ACO
6

po3unH Ans
iH'ekyin, 15 mr/1,5
ma;nol5mnB
amnyni; no 5
amnyn y 6nictepiy
nauui 3 KapToHy

AT
«Jly6HUhap
M>»

YkpaiHa

TOB HB®
«MIKPOXIM»
(nabopartopis

thizmko-

XiMiYHOro

aHanisy Ta

KOHTPO/II0
BMPOGHULITBA,;
nab6oparopis

6ionoriyHoro
aHanisy;

BMPOGHMYA

OinbHUUS;

YkpaiHa

BHECEHHS 3MiH
no
peecTpauinHnx
Marepianis:
3MiHa 3asBHMKa
N3 (MIBM)
(BnacHuka
peecTpaujiiiHoro
NnocBiAYEHHS)
(3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460). 3miHa

3a
peyenmom

He
nionsizae

UA/19320/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BiANOBIgaIbHUI 3asBHuKa J13.
3a BUMYCK cepil, 3MiHV BHECEHO
He BK/TIOYaum B IHCTPYKL,1O
KOHTPO/b/BUNPO AN Megn4Horo
6yBaHHsA cepii) 3acToCyBaHHA
nNikapcbKoro
3acoby y
posginu
"3aABHUK",

"MicuesHaxomke
HHS 3aABHUKA".
3Mminu | Tuny -

3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnag,
y. BBefieHHsa
ab60 3MiHM A0
y3araslbHeHnx
JaHux npo
cuctemy
hapmMakoHarnag,
y (BBEAEHHSA
y3araslbHeHnx
JaHux npo
cuctemy
thapmakoHarnsg,
Y, 3MiHa

YMNOBHOBaXEHOT

ocobwm,

BignoBigasnbHOI
3a 3AjICHEHHS

thapmakoHarnag,
Y; KOHTaKTHOT

ocobu 3
thapmakoHarnsg,

y 3asBHUKa A4N1A

3[jACHEHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHa Bif

YNOBHOBaXeHOI

ocobwm,

BigNoBigasIbHOI
3a 34jiCHEHHS

hapMakoHarnag,

y (BKNOYaKun




214

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

KOHTaKTHI faHi)
Ta/abo 3MiHn y
PO3MiLLEHHI
MacTep-alina
cuctemu
thapmakoHarnag,
y). 3MiHa
YMNOBHOBaXEHOT
0cobu 3asBHMKA,
BignoBiganbHOI
3a
thapmakoHarnsg,
. Oitova
peaakuis:
€BcTparosa
IpuHa IropiBHa.
MponoHoBaHa
pefakuis:
NaseHko
Haranis
CepriiBHa.
3MiHa
KOHTaKTHUX
[aHnx
YNOBHOBaXeHOI
0cobu 3a8BHMUKA,
BignoBigasIbHOI
3a
hapMakoHarnag,
. 3miHa
MicLe3Haxomxe
HHA MacTep-
thaiina cuctemm
hapmakoHarnag,
y Ta lioro
HomMepa. 3MiHa
Micus
3[jACHEHHS
OCHOBHOI
LisNbHOCTI 3
hapMakoHarnag,
y. 3MiHn | Tuny -
AAMiHiCTpaTUBHI
3MiHW. 3MiHa
Ha3Bu
nikapcbKkoro
3acoby. 3MiHn
BHECEHO LL0f10
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Ha3Bu
nikapcbKoro
3aco0y.
3arBepaKeHo:
MEJIOCCO
(MELOSSO).
3anponoHoBaHo:
ME/TIOKCVKAM
(MELOXICAM)
98. | MENTOKCUKAM | meloxicam | MesioOKcuK MO1ACO | po3uuH Ans My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 3a He UA/19719/01/01
am 6 iH'ekyjnn, 15 mr/1,5 akujioHepHe akujioHepHe ao peyenmom nionsieae
m; no 1,5 mn B TOBapUCTBO TOBapWCTBO peecTpaLiiHnx
amnynax; no 5 "HaykoBo- "HaykoBo- mMaTtepianis:
amnyn y kaceTi; N0 | BUPOGHMYWIA BUPOOGHMYUNI 3MiHn | TUny -
1 kaceTi B nauui LEeHTP LeHTp 3MiHM Wwoao
"BopLuariscb "BopLyariBcbKuii 6e3nekn/ecektu
KW Ximiko- XiMiKO- BHOCTI Ta
hapmaneBT hapmaLeBTUYHN thapmakoHarnsg,
WYHWI i 3aBoa" y. 3MiHa y
3asog" KOPOTKil
XapakTepucTui

nikapcbkoro
3acoby, TekcTi
MapKyBaHHS Ta
IHCTpYKLUiT Ans

MeNYHOro
3acToCyBaHHSA
Ha nigcTasi
perynspHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3nekn
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3nekn
3acToCyBaHHSA
nikapcbkoro

3acoby B
nicnspeecTpauii
HWi1 nepiog, abo
AK pesynbTar
OLLiHKY 3BITY 3
[ocnigKeHb,
npoBefeHnx
BigNoBigHO A0
nnavy
neajaTpuyHmx

[ocnimkeHb
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

(PIP) (3miny
Y3rOKEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom).
3MiHV BHECEHO
00 IHCTPYKLUT
ANna MeAnyHoro
3acToCyBaHHSA
nikapcbkoro
3acoby y po3gin
"3acTocyBaHHs
y nepiog
BariTHoCTi abo
rofyBaHHs

~ TRyAAi”
BiANOBIAHO A0
OHOB/IEHOT
iHbopmauii 3
6e3neku giroyoi
PeyoBUHN.
BBefeHHs 3MiH
NpPOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS

99.

MENCI

meloxicam

MeJTIOKCUK
am

MO1ACO
6

Tabnetkun no 7,5
Mmr; no 10
Tabnetoky
6nicTepi; no 2
6nictepn y
KopoobLi

ToBapucTeo
3
06MexXeHow
Bignosiganb
HICTIO
«MpepcTaBH
NUTBO
BAYM
DAPM
TMBX>»

Ykpaina

BMPOGHMLITBO 3a
MOBHUM LIMK/TIOM:
TOB
"ACTPAPAPM"
YkpaiHa,
cepTudikauis
cepii Ta Bugava
[103BO/TY Ha
peanisaujto
(Bunyck cepii)):
TOB
"MpeacTasHNLTB
0 BAYM ®APM
rMBX",
YKpaiHa

Ykpaina

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHM 3 SKOCTI.
[oToBMIA
nikapcbknii
3aci6. 3MiHn y
BMPOGHWLTBI.
3miHa
iMnopTtepa/amiHn
, L0 CTOCYOTbCA
BWMYCKy cepii Ta
KOHTPO/IHO AKOCTI
roToBOro
nikapcbKoro
3acoby (3amiHa
ab0 fofaBaHHsA
BMPOGHMKa, WO
Bignosigae 3a
BBE3EHHS
Ta/abo BMNycK

3a
peyernmom

He
niosisieae

UA/8397/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

cepii) - He
BK/IOYAKOUM
KOHTPO/b/BMNPO
6yBaHHs cepil.
BeeneHHs
[0AaTKOBOTO
BMpPOOHUKaA
BiANOBIga/IbLHOrO
3a
"CepTudikauis
cepii Ta Bugava
[03BONY Ha
peanizauijto
(Bunyck cepii)",
a came: TOB
"MNpeacTasHULTB
0 BAYM ®APM
rMBX"
(YxpaiHa,
79047,
JlbBiBCbKA
obnacTtb,
JbBiBCbKUIA
paioH, MicTo
NbBiB, Byuus
Bep6oBa,
6yanHok 15). Y
3B'A3KY 3
BBE/IEHHSIM
[0AaTKOBOTO
BMpOGHMKa -
[ofaBaHHA
po3ginis
"BupobHuK" Ta
"MicuesHaxopxe
HHS1 BUPOGHYKa
Ta agpeca micugd
NpoBaXEHHS
noro pisinbHocCTI"
B IHCTPYKL0
ANs MegnyHoro
3acToCyBaHHSA
Ta K Hacnigok -
BiANOBIAHI 3MiHN
y TEKCTi
MapKyBaHHS
ynakoBKM
niKapcbKoro
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3acoby.
BBefeHHs 3miH
NPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHS.
100. | MENCI meloxicam | Menokcuk MO1ACO | Tabnetku no 15 ToBapucTBO | YkpaiHa | BMPOGHMLTBO 3a YkpaiHa BHECEHHS 3MiH 3a UA/8397/01/02
am 6 mr, no 10 3 NOBHUM LMKNOM: 0o peyenmom
TabneToky obmexeHoro TOB peecTpauinHnx
6nictepi; no 2 BiAgnoBiganb "ACTPA®APM", Marepianis:
6nictepn y HICTIO YkpaiHa; 3MiHu | TUny -
Kopoo6Li «[MpeacraBH cepTucpikauis 3MiHM 3 SKOCTi.
NUTBO cepil Ta Bugava [oToBWMIA
BAYM [03BONYy Ha nikapcbkuii
DAPM peanisauito 3aci6. 3MiHN y
TMBX>» (Bunyck cepii)): BMPOGHWLTBI.
TOB 3miHa

"MpeacrTaBHULTB
0 BAYM ®APM
rMBX",
YkpaiHa

iMnopTepa/aMiHn
, L0 CTOCYy0ThCA
BUNYyCKy cepii Ta
KOHTPOJTHO SIKOCTI
roToBOro
nikapcbkoro
3acoby (3amiHa
ab0 fofaBaHHsA
BUPOGHMKa, LLO
Bignosigae 3a
BBE3€EHHS
Ta/abo BMnyck
cepii) - He
BK/IHOHAI0UM
KOHTPO/L/BMNPO
6yBaHHs cepii.
BeepneHHA
[0AaTKOBOrO
BMPOGHMKA
BignoBigasibHOro
3a
"CepTudikauis
cepii Ta Bugava
[03BONY Ha
peanisavuijto
(Bunyck cepii)",
a came: TOB
"MpepcTaBHULTB
0 BAYM ®APM
rMBX"
(Ykpaina,
79047,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

JbBiBCbKaA
obnacTb,
JbBIBCHKUI
paiioH, MicTo
NbBiB, ByNUuA
Bep6osa,
6yauHok 15). Y
3B'A3KY 3
BBE/IEHHAM
[0AaTKOBOrO
BMPOGHUKA -
[0AaBaHHSA
posginis
"BnpobHuK" Ta
"MicuesHaxompke
HHSA BUPOGHMKa
Ta agpeca micug
NpOoBaMKEHHS
noro pisnbHocTi"
B IHCTPYKL,i1O
AN MegnyHoro
3acTocyBaHHS
Ta K HacnifokK -
BigNoBigHI 3MiHM
y TeKCTi
MapKyBaHHS
yrakoBKu
nikapcbkoro
3acoby.
BBegeHHs 3MiH
NpoOTArom 6-tn
MicauiB nicns
3aTBEPAKEHHS.

101.

MOBEKC®
AKTVB

roKo3ami
HY
cynbgar,
XOHAPOITH
HY
cynbgat
Hatpito,
Kanito
aviknodeH
ak

MO01BX

TabneTtkn, BKPUTI
060/10HKO0 M0 30
abo 60 TabneToky
nnsawuyi; no 1
nAAWLUi B
KapTOHHil
ynakoBLi

TOB "MoBi
Xenc"

YKkpaiHa

CaBa Xesickea
NTa, IHais;
Megiton
dapmacbioTikan
nra., YropwuHa

IHais/
YropLmHa

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHM Wwoao
6e3nekn/ecektu
BHOCTI Ta
thapmakoHarnsg,
y. BHeceHHs1 a6o
3miHa(1) go
3000B'A3aHb Ta
YMOB Buadi
peecTpauiiiHoro
NOCBiAYEHHS,

3a
peyenmom

UA/10205/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BK/IHOHAI0UM
Mnax
ynpas/liHHA
pu3nkamm (iHLwi
3MiHW)
3asBHUKOM
HagaHo
OHOBNEHUIA
MnaH
ynpasniHHA
pu3nkamm
Bepcis 2.0.
3MiHV BHeceHo
[0 YaCTUH:

I
«Cneumdikauis
3 6e3neku»,

Il «MnaH 3
hapmMakoHarnag,
y»,

V" 3axoau 3
MiHiMi3aLji
pu3nkis",

VIl «lopaTtkn» y
3B'A3KY 3
rapMoHi3aLieto
BiAMNOBIAHO
sumor GVP
Module V Rev.2
(Guidance on
the format of the
risk
management
plan (RMP) in
the EU —in
integrated
format), a Takox
OHOBJ/IEHHSA
cneuudikauii 3
6e3nekun Aitounx
PEYOBUH.
Pestome Mnany
ynpasniHHA
pu3nkamm
Bepcis 2.0
[0A3€ETbCA.

102.

MOBEKC®
AKTUB

rNHoKO3aMmi
Hy

TabneTku, BKPUTI
060/10HKOH) in

TOB "Mosi
Xenc"

Ykpaina

CaBa Xesickea
Nta, IHAis;

IHAis/
YropwmHa

BHECEHHS 3MiH
0o

UA/10206/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
cynbart, bulk: no 1000 Megiton peecTpauiinHux
XOHAPOITU TabneToky PapmachbloTikan marepianis:
Hy noagiiHomy NTa., YropwuHa 3Mminu | TUny -
cynbat nonieTuneHoBoMy 3MiHV Wwoao
HaTpito, nakeTi y 6aHLi; no 6e3nekn/ecektu
Kautito 1 6aHuji B BHOCTi Ta
avknodeH KapTOHHI KopooLli hapmMakoHarnag,
aK y. BHeceHHs1 a6o
3miHa(n) go
3060B'A3aHb Ta
yMOB BuAaui

peecTpaujiiiHoro
NOCBIJYEHHS,
BK/IOYAKOUM
Mnax
ynpasniHHA
py3vkamm (iHwi
3MiHN)
3aABHNKOM
HagaHo
OHOB/EHUIA
MnaH
ynpas/iHHA
pr3nkamm
Bepcis 2.0.
3MiHU BHECEHO
[0 YaCTuWH:

I
«Cneuudpikauis
3 6esnekn»,
Il «MnaH 3
hapMakoHarnag,
y»,

V" 3axoau 3
MiHimi3awi
pu3uKiB",

VIl «Jopatkn» y
3B'A3KY 3
rapmoHisaujieto
BiAgMnoBigHO
sumor GVP
Module V Rev.2
(Guidance on
the format of the
risk
management
plan (RMP) in
the EU —in
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
integrated
format), a Takox
OHOBJIEHHA
cneuunaikauii 3
6e3nekun aitoymx
PEYOBUH.
Pestome Mnany
ynpas/iHHA
pr3nkamm
Bepcia 2.0
AofaeTbes.
103. | MOTOPUKYM domperido | gomnepug | AO3FAQ | TabneTku no 10 Megokemi Kinp, BVPOGHMLTBO Kinp BHECEHHS 3MiH 6e3 nionsi2ae UA/8733/01/01
ne OH 3 mr, no 10 nTAa Kinp, roToBOro 0o peyenma
TabneToky Kinp, nikapcbkoro peecTpauinHnx
6nictepi; no 2 Kinp 3aco0by, Marepianis:
6nictepn y nepBuHHe 3MiHu | TNy -
KapTOHHI Kopo6Lyi nakyBaHHS: AOMiHICTpaTMBHI
Megokemi 3MiHN. 3MiHa
Nimiteq , Kinp; HaliMeHyBaHHs
Ta/abo agpecun
BMPOGHMLITBO 3a Micus
MOBHUM LMIK/IOM NpoBaMKEHHS
Megokemi AiSNIbHOCTI
Nimitea, Kinp BMPOGHMKa/iMno

pTepa rotoBoro
nikapcbKoro
3acooy,
BK/IHOHAI0UM
OinbHWL
BMMYCKy cepil
abo micue
npoBefeHHs
KOHTPO/0
AKOCTI.
(aisnbHicTb, 3a
AKy Bignosigae
BMPOGHUK/iIMNop
Tep, BKIYaUn
BWMYCK Cepid)
YTOUYHEHHS
agpecu
BMPOGHUWYOT
LinbHUL
Mepokemi
Nimiten, Kinp y
BignoBigHOCTI A0
cepTtucpikaty
GMP, 6e3 3MiHn
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Micus
BVMPOGHMLTBA.
3MiHU BHECEHO
B IHCTPYKL0
Ans MegnyHoro
3acToCyBaHHs

nikapcbKkoro
3acoby B po3gin
"MicuesHaxompke
HHSA BUPOGHMKa
Ta agpeca micug
NpoBaMKEHHS
noro pisnbHocTi"
Ta, K HacnigoK -
y TekcT
MapKyBaHHS
yNaKkoBKM
nNikapCcbKoro
3acoby. TepmiH
BBEEHHS 3MiH -
npoTArom 6
Micauis nicnsa
3aTBEPAKEHHS.
3Mminu | Tuny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapmMakoHarnag,
y (iHWi 3MiHW).
3MiHV BHECEHO
B TEKCT
MapKyBaHHS
BTOPUHHOT
(nyHkTM 1, 2, 3,
8,12, 13,17) 1a
nepBUHHOT
(NyHKT 2)
yNakoBKM
nNiKapcbKoro
3acoby. TepmiH
BBEEHHS 3MiH -
npoTArom 6
Micauis nicnsa
3aTBEPAKEHHS.
3Mminu | Tuny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
hapmMakoHarnag,
y. 3MiHa y
KOPOTKili
XapakTepucTuLi

nikapcbKoro
3aco6y, TeKCTi
MapKyBaHHS Ta
IHCTpYKUiT ans
MeAn4YHOro
3acTocyBaHHs
Ha nigcTasi
perynsipHo
OHOB/IIOBAHOIO
3BiTYy 3 6e3nekn
nNiKapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3nekn
3acTocyBaHHS
nikapcbKoro
3acoby B
nicnspeecTpauii
HWiA nepioa, abo
AK pesynbrart
OLjiHKM 3BITY 3
LOCNIAKEHD,
npoBefeHunx
BignoBigHO A0
nnaxy
negjiaTpuyHmx
nocnimpKeHb
(PIP) (3miHy
Y3rOpKeHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom). 3MiHu
BHECEHO B
IHCTpYKLUito Ans
MeAn4YHOro
3acTocyBaHHs
nikapcbKoro
3acoby B po3gain
"TpoTunokasaHH
A" BiANOBIgHO A0
OHOB/IEHOT
iHbopmauiT
oo 6esneku
3acTOCyBaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

aitoyoi
PEYOBUHM.
TepmiH
BBEJEHHS 3MiH -
npoTsArom 6
MicayiB nicns
3aTBEPAKEHHS.

104.

HIKOPETTE®
31 CMAKOM
CBDKUX
DPYKTIB

nicotine

HIKOTUH-
noniMmepHn
n
KoMnekc

NO7BAO
1

ryMKa XyBasibHa
nikyBasibHa no 2
Mr; Nno 15 rymok
XYBasIbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHIf
yrakoBLi

MakHin Ab

Lseuis

MakHin Ab

Lseuis

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
thapMakoHarnag,
y. 3miHa
yactotu Ta/abo
TEpMiHiB
nogaHHs
perynspHo
OHOB/IHOBAHNX
3BITIB 3 6e3nekn
NiKapCbKNX
3ac06iB - 3MiHK
yacToTn Ta
TEepMiHiB
noAaHHs
perynspHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku.
[itoua pepakuis:
YactoTa
noAaHHs
perynspHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3nekn
5 pokiB. KiHueBa
fata gns
BK/TIOYEHHS
JaHnx oo
perynspHo
OHOBJ/IOBAHOIO
3BiTY 3 6e3neKku -
01.01.2020 p.
[arta nogaHHs -
31.03.2020 p.
lMponoHoBaHa

6e3
peyenma

UA/8921/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

peakuis:
YactoTa
noAaHHs
perynsipHo
OHOB/IIOBAHOMO
3BITYy 3 6e3nekn
10 pokiB.
KiHueBa pata
ONS BK/TIOYEHHS
JaHux oo
perynspHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku -
01.12.2034 p.
Jata nogaHHs -
01.03.2035 p.
PekomeHgoBaHO
ao
3aTBEPAKEHHS
BiANOBIAHO A0
nepioguyHoCTI
noAaHHs
perynspHo
OHOBJIHOBAHNX
3BITIB 3 6e3neKku
NiKapCbKnx
3acobiBy EC

105.

HIKOPETTE®
31 CMAKOM
CBDKUX
DPYKTIB

nicotine

HIKOTUH-
nonimepHu
i
KOMMNEKC

NO7BAO
1

ryMKa xyBasibHa
nikysasnibHa no 4
Mr; Nno 15 rymok
XYBasIbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHil
ynakoBLi

MakHin Ab

Lseuis

MakHin Ab

Lseuis

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHM Wwoao
6e3nekn/ecektu
BHOCTI Ta
thapmakoHarnsg,
y. 3miHa
yacToTu Ta/abo
TEepMiHiB
noAaHHs
perynsipHo
OHOBJIOBaHNX
3BITiB 3 6e3neku
NiKapCbKnX
3ac06iB - 3MiHK
yactotu Ta
TEepMiHiB
nofAaHHs

6e3
peyenma

UA/8921/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

perynsipHo
OHOB/IIOBAHOMO
3BITY 3 6e3neku.
[Jitoua pepakuis:
YactoTa
noAaHHs
perynsipHo
OHOB/IOBAHOMO
3BITYy 3 6e3nekn
5 pokis. KiHueBa
fata gns
BK/TIOYEHHS
JaHux oo
perynspHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku -
01.01.2020 p.
Jata nogaHHs -
31.03.2020 p.
MponoHoBaHa
pefakuis:
YactoTa
nogaHHs
perynsipHo
OHOB/IIOBAHOIO
3BiTYy 3 6e3nekn
10 pokiB.
KiHueBa pata
0119 BK/TIOYEHHSA
JaHunx o
perynsipHo
OHOB/IHOBAHOIO
3BITYy 3 6e3neku -
01.12.2034 p.
[ara nogaHHs -
01.03.2035 p.
PekomeHaoBaHo
o
3aTBEPAKEHHS
BignoBigHO A0
nepioguyHoCTi
noAaHHs
perynsipHo
OHOB/IIOBaHNX
3BITIB 3 6e3nekn
niKapcbknx
3acobiBy €EC

106.

HIKOPETTE®

nicotine

HIKOTWH-

NO7BAO

TYMKa XyBa/lbHa

MakHin Ab

LLIBeuis

MakHin Ab

LLIBeuis

BHECEHHS 3MiH

6e3

UA/8878/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
31 CMAKOM nosniMmepHu nikyBanbHa no 4 0o peyenma
CBDKOI M'ATU i Mr; Mo 15 rymok peecTpavjiiHnx
KOMM/IEKC XYB&JTbHUX Y Marepianis:
6nicTepi; no 2 3MiHu | TNy -
6nictepu B 3MiHn Wwopo
KapTOHHif 6e3nekn/edekTn
ynakoBL;i BHOCTI Ta
hapMakoHarnag,
y. 3MiHa
yacToTu Ta/abo
TepMiHiB
noAaHHs
perynsipHo
OHOB/IIOBaHNX
3BITIB 3 6e3nekn
niKapcbknx
3ac06iB - 3MiHK
yactotu Ta
TEPMIHiB
nogaHHs
perynsipHo
OHOB/IIOBAHOIO

3BiTYy 3 6e3neku.
[itoua pepaxkuis:
YacTota
noAaHHs
perynspHo
OHOB/IOBAHOIO
3BiTYy 3 6e3nekn
5 pokiB. KiHueBa
pata gns
BK/TOYEHHS
JaHnx oo
perynsipHo
OHOBJ/IOBAHOIO
3BITYy 3 6e3neku -
01.01.2020 p.
[ara nogaHHs -
31.03.2020 p.
lMponoHoBaHa
peaakuis:
YacTota
nojaHHs
perynsipHo
OHOB/IOBAHOIO
3BiTYy 3 6e3neku
10 pokis.
KiHueBa gata
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

ONSA BKIIOYEHHS
JaHnx o
perynsipHo
OHOB/IIOBAHOIO
3BiTYy 3 6e3neKu -
01.12.2034 p.
[ata nogaHHs -
01.03.2035 p.
PekomeHgoBaHO
ao
3aTBEPAKEHHSA
BigNoBigHO A0
nepioguyHoCTi
nogaHHs
perynsipHo
OHOBJIOBAHNX
3BITIB 3 6e3nekn
NiKapCbKNX
3acobiBy EC

107.

HIKOPETTE®
31 CMAKOM
CBDKOI M'ATY

nicotine

HIKOTWH-
noniMmepHn
n
KoMnekc

NO7BAO
1

ryMKa XyBasibHa
nikyBasibHa no 2
Mr; Nno 15 rymok
XKYBasIbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHif
yrakoBLi

MakHin Ab

Lseuis

MakHin Ab

Lseuis

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapMakoHarnag,
y. 3miHa
yactotu Ta/abo
TEPMIHiB
noAaHHs
perynspHo
OHOB/IHOBAHNX
3BITIB 3 6e3nekn
NiKapCbKNX
3ac06iB - 3MiHK
yacToTn Ta
TEepMiHiB
noAaHHs
perynspHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku.
[itoua pepakuis:
YactoTa
noAaHHs
perynspHo
OHOBJ/I0BAHOIO

6e3
peyenma

UA/8878/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3BiTYy 3 6e3neku
5 pokiB. KiHueBa
fata gns
BK/TIOYEHHS
JaHnx o
perynsipHo
OHOB/IIOBAHOIO
3BITY 3 6e3neku -
01.01.2020 p.
[ata nogaHHs -
31.03.2020 p.
[MponoHoBaHa
pejakuis:
YactoTa
noAaHHs
perynsipHo
OHOB/IIOBAHOMO
3BITYy 3 6e3nekn
10 pokiB.
KiHueBa pata
ONS BK/TIOYEHHS
JaHux oo
perynspHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku -
01.12.2034 p.
Jata nogaHHs -
01.03.2035 p.
PekomeHgoBaHO
ao
3aTBEPAKEHHS
BiANOBIAHO A0
nepioguyHoCTI
noAaHHs
perynspHo
OHOBJIOBAHNX
3BITIB 3 6e3neKkn
NiKapCbKMX
3acobiBy EC

108.

HIKOPETTE®
KPVKAHA
M'ATA

nicotine

HIKOTUHY
pesuHar

NO7BAO
1

NbOAAHNKN
npecoBaHi no 2 mr;
no 20 NboAsiHNKIB
y hnin-ynakosLy;
no 40 NboAAHNKIB
y baraTon030Bii
KapTOHHil
Kopob6ui, no 1
6aratof030Bil

MakHin Ab

Lseuis

MakHin Ab

Lseuis

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHM Wwoao
6e3nekn/ecektu
BHOCTI Ta
papMakoHarag,

bes
peyenma

UA/14535/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

KapTOHHI KopooLyi
Y KapTOHHii
Kopoo6Li

y. 3MiHa
yacToTu Ta/abo
TEepMiHiB
noAaHHs
perynsipHo
OHOBJIHOBAHNX
3BITIB 3 6e3neKku
NiKapCbKnx
3aco06iB 3MiHN
yactotu Ta
TepMiHiB
noAaHHs
perynsipHo
OHOB/IHOBAHOIO
3BITY 3 6e3neku.
[Jitoua pepakuis:
YactoTa
noAaHHs
perynsipHo
OHOB/IIOBAHOMO
3BITYy 3 6e3nekn
5 pokis. KiHueBa
fata ons
BK/TIOYEHHS
JaHux oo
perynsipHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku -
01.01.2020 p.
Jata nogaHHs -
31.03.2020 p.
lMponoHoBaHa
pefakuis:
YactoTa
noAaHHs
perynsipHo
OHOB/IIOBAHOIO
3BiTYy 3 6e3nekn
10 pokiB.
KiHueBa pata
ONSA BKIHOYEHHS
JaHunx o
perynsipHo
OHOB/IOBAHOMO
3BITYy 3 6e3neku -
01.12.2034 p.
[ara nogaHHs -
01.03.2035 p.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
PekomeHaoBaHo
o
3aTBEPAKEHHS
BiAgNoBigHO A0
nepioguyHoCTi
noAaHHs
perynsipHo
OHOB/IIOBaHNX
3BITIB 3 6e3nekn
niKapcbknx
3acobiBy €EC
109. | HIKOPETTE® nicotine HIKOTUHY NO7BAO | NboAstHUKM MakHin Ab LLiBeuis MakHin Ab LLIBeuis BHECEHHS 3MiH Ges UA/14535/01/02
KPMXXAHA pe3uHaT 1 npecoBsaHi no 4 wmr; 0o peyenma
M'ATA no 20 NboAAHNKIB peecTpauinHnx
y donin-ynakosLi; Marepianis:
no 40 NboAsHWKIB 3MiHu | TNy -
y 6aratof030Bii 3MiHM Wwoao
KapTOHHil 6e3nekn/edekTn
Kopo6ui, no 1 BHOCTI Ta
6aratof030Bii thapmakoHarnag,
KapTOHHI Kopo6Lyi y. 3MiHa
Y KapTOHHiIl yactoTu Ta/abo
Kopoo6Li TEepMiHiB
noAaHHs
perynsipHo
OHOB/IHOBAHNX
3BITIB 3 6e3Mekun
nNiKapcbknx
3aco06iB 3MiHN
yactotu Ta
TEPMIHiB
nogaHHs
perynspHo
OHOBJ/IOBAHOIO

3BiTYy 3 6e3neKu.
[itoua pepaxkuis:
YacTota
nogaHHsi
perynsipHo
OHOB/IOBAHOIrO
3BITYy 3 6e3neku
5 pokiB. KiHueBa
nata gns
BK/ItOUYEHHS
JaHnx oo
perynsipHo
OHOBJ/IOBAHOIO
3BIiTY 3 6E3NeKn -
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

01.01.2020 p.
[ara nogaHHs -
31.03.2020 p.
lMponoHoBaHa
peaakuis:
YacTota
noAaHHs
perynspHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku
10 pokis.
KiHueBa gata
ONSA BKIIOYEHHS
JaHnx o
perynsipHo
OHOB/IIOBAHOIO
3BiTYy 3 6e3neKku -
01.12.2034 p.
[ata nogaHHs -
01.03.2035 p.
PekomeHgoBaHO
ao
3aTBEPIKEHHSA
BigNoBigHO A0
nepioguyHocCTi
nogaHHs
perynsipHo
OHOBJIOBAHNX
3BITIB 3 6e3nekn
NiKapCbKNX
3acobiBy EC

110.

HOBO-NACUT

eKcTpakT
Hoso-
Macuty
CyXui
(kBiTKM
By3uHn
(Sambusi
flos),
nmeta Ta
KBITKM
rnogy
(Crataegi
folium cum
flore),
TpaBa
3Bip0o60I0
(Hyperici

NO5CM

TabneTkun, BKPUTI
060/10HKO10; Mo 10
Tabnetoky
6nictepi; no 1 abo
no 3 6nictepu B
KopoobLi

TOB «TeBa
YkpaiHa»

Ykpaina

TeBa Yex
IHpacTpi3 c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
thapMakoHarnag,
y (iHWi 3MiHW)
OHoBreHHsA
TeKcTy
MapKyBaHHS
nepBUHHOI Ta
BTOPUHHOI
ynakoBOK
niKkapcbKoro

6e3
peyenma

UA/1830/02/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
herba), 3acoby. TepmiH
Tpasa BBE/IEHHS 3MiH -
menicu npoTsrom 6
(Melissae Micauis nicnsa
herba), 3aTBEPIKEHHSA
Tpasa
nacudgnop
"
(Passiflora
e herba),
LUNLLIKA
XMento
(Lupuli
flos),
KOpiHb
BasiepiaHu
(Valeriana
e radix));
reavidheHe
3VH
111. | HOBO-NACUT - eKCTpakT NO5CM PO34UH OpasIbHUIA; TOB «TeBa | YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH 6e3 UA/9976/01/01
onsa Hoso- no 100 mny YkpaiHa» IHAacTpi3 c.p.o. Pecny6nika no peyenma
Macuty chnakoHi; no 1 peecTpauinHnx
pigkuii h1aKoHy 3 MipHUM Marepianis:
(Hyperici KOBMaykoM B 3MiHu | TUny -
herba Kopob6ui; no 5 mny 3MiHn Wwopo
(TpaBa cawe; no 30 cawe 6e3nekn/edekTn
3Bipo6010), B KOpPOO6U;j BHOCTI Ta
Passiflora thapmakoHarnsg,
e herba y (iHWi 3MiHK)
(TpaBa OHOBNEHHSA
nacudnop TeKCTy
n), MapKyBaHHS
Valerianae nepBuHHOT Ta
radix BTOPVHHOI
(kopiHb ynaKkoBOK
BaUsiepiaHu nikapcbkoro
), Crataegi 3acoby. TepMiH
folium cum BBEEHHS 3MiH
flore npoTsrom 6
(mucta Ta MicauiB nicns
KBITKM 3aTBEPAKEHHS.
rnogy),
Lupuli flos
(wnwkm
XMEnto),
Melissae

herba
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
(TpaBa
menicu),
Sambusi
flos (kBiTkM
6y3uHN)),
reavidpeHe
3VH
112. | HOPMOMNPEC captopril kantonpun | CO9BAO | Tabnetku, no 10 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 3a He UA/3668/01/01
and ; 1 TabneTok y "KUIBCbKW "KUIBCbKW [o peyenmom nionsizae
diuretics rigpoxnop 6nictepi; no 2 i BITAMIHHW peecTpauinHux
Tiaaug, 6nictepu y nauui; BITAMIHHU 3ABOL" MaTepianis:
no 10 TabneTok y " 3ABOA" 3Minu | TUny -
6nictepax 3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
thapMakoHarnag,
y. 3MiHa y
KOPOTKili
XapakTepucTuui

nNikapcbKoro
3acoby, TeKCTi
MapKyBaHHA Ta
IHCTpYKUii gns
MeAnYHOro
3acTocyBaHHs
Ha nigcTasi
perynspHo
OHOBJ/IOBAHOIO
3BITYy 3 6e3neku
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3nekn
3acTocyBaHHs
nikapcbKoro
3acoby B
nicnsipeecTpadii
HWi1 nepiog, abo
AK pesynbTart
OLjiHKM 3BITY 3
LOCNIAKEHD,
npoBefeHunx
BignoBigHO A0
nnaxy
negjaTpuyHmx
nocnimkeHsb
(PIP) (3miHy
Y3rOKEHO 3
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

KOMNETEHTHUM
YMNOBHOBaXeHUM
OopraHom).
3MiHU BHECEHO
[0 IHCTPpyKUiT
AN MegnyHoro
3acTocyBaHHS
nNikapcbKoro
3acoby go
posginis
"OcobnmnBocCTi
3acTocyBaHHsA"
Ta "MMo6iuHi
peakuji" woao
6e3nekn
3acTocyBaHHS
aitoyoi
peyoBVHN
KanTonpwn
BiANOBIAHO A0
pekomMeHaauiii
PRAC.
BBefieHHs 3miH
NPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHS.

113.

O3E/IbTAMIBI
P

oseltamivir

o3e/ibTaMi
Bipy
pocchat

JO5AHO
2

Kancynu no 75 mr,
no 10 kancyny
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

Crpaiiac
Papma
CaileHc
Nimiteq

IHgis

Crpaiigc ®apma
CaiieHc flimiteq

IHgis

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHu | TUny -
AOMiHICTpaTMBHI
3MiHN. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecun
3asBHUKA
(BnacHvka
peecTpauiiiHoro
nocBiJYEHHS).
3mMiHa agpecu
3asBHUKA
(BnacHuka
peecTpaujiiiHoro
noCBiYEHHS).

3a
peyenmom

UA/18208/01/01

114.

OKTAHAT

Coagulatio
n factor
VIl

hakTopa
Vil
Koarynsuji

B02BDO
2

MOPOLLOK A/1A
pO34nHy Ans
iH’exuii mo 50

Okraghapma
®PapmavesT
nka

ABCTpif

BMPOGHULITBO 3a
MOBHVM LIK/IOM
3a

Lsewis/
ABcTpisi/
PpaHuis/

BHECEHHS 3MiH

no
peecTpauiiHnX

3a
peyenmom

UA/15468/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
KpoBI MO/mn; KapTtoHHa | MNpoaykTioHe BUK/TIIOYEHHSM HimeuuunHa mMaTtepianis:
NOANHN Kopo6ka Nel: rec m.6.X. BTOPUHHOI 3Minn | Tuny -
MicTUTb 1 donakoH yMaKoBKM: 3MiHM 3 SKOCTi.
3 NOPOLLKOM AN Oktathapma AB, loToBMIA
pO34nHYy AN Lseuis; nikapcbkuii

iH’exuili. KapToHHa
Kopobka No2:
MicTUTb 1 donakoH
3 PO3UMHHUKOM
(Bofa Ans iH'ekuiii
no 5 mn (250
MO/dnakoH) abo
10 mn (500
MO/cnakoH)) Ta
KOMNeKT ans
PO3YMHEHHA Ta
BHYTPILLHbOBEHHOT
0 BBefeHHs (1
Lnpuy,
ofHopasoBuid, 1
[BOCTOPOHHS
rosika, 1 ronka 3
inbTpom, 1 ronka
ONns iv'ekuin, 2
npocoYeHi
CNYPTOM TamrnoHm)
y nakeTi abo
6nictepi. Kopobka
Ne 1 Ta KOpo6ka
Ne 2
06’€QHYIOTLCS MK
coboto
N1acT1KOBOO
NiBKOO

BMPOBHMLTBO 3a
NMOBHUM LMK/IOM,
BK/TIOHA0UM
Bi3yasibHy
iHCneKujto:
OkTachapma
dapmaLesTmKa
MpopykTioHcrec
M.6.X., ABCTpis;

BMPOGHULITBO 3a
MOBHUM LK/IOM
3a
BUK/TIOYEHHAM
BTOPUHHOT
yMakoBKu:
Oxktadhapma,
dpaHujs;

BTOPUHHE
nakyBaHHs,
BisyasibHa
iHCnekuis:
OkTachapma
[eccay 'm6X,
HimeuunHa,;

BVMPOGHMLTBO
Kpionpeujnitata:
OkTachapma
MpogaykuioHcrec
ennwadt
[Loliunang,
M.6.X.,
HimeuunHa,;

Bupo6HMLTBO
PO3YMHHYKA:
Contochapm

dapmavoiiTie
EpuoiirHicce
rm6X,

3aci6. 3MiHN Yy
BMPOGHMWLTBI.
3amina abo
BBEJEHHS
[0[aTKoBOT
OiNbHUL
BMPOGHMLITBA
ONSA YacTuHK
abo BCbOro
BMPOGHNYOTO
npouecy
roToBOro
nNikapCcbKoro
3acoby
(ainbHULA, Ha
AKIN
npoBOAATLCA
6yab-AKi
BMPOGHUYI
cTagji, 3a
BUHATKOM
BWMYCKY Cepil,
KOHTPO/IHO AKOCTI
Ta BTOPVMHHOIO
nakyBaHHS A4ns
CTePUNbHUX
NiKapCbKMX
3acobis
(BKNKOYaLOUM
BMPOGNEHi
acenTu4HUM
MeTo0M), KpiM
NiKapCbKMX
3acobis
6ionoriyHoro/imy
HOJIOMYHOTO
NOXOKEHHS).
BBefeHHA
BMPOGHUYOT
OiNbHULL-
Solupharm
Pharmazeutisch
e Erzeugnisse
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
HimeuunHa GmbH,
Germany gns
BMPOGHMLITBA
PO3YMHHYKA.
TepMiH
BBEEHHSI 3MiH -
npotarom 6
MicauiB nicns
3aTBEPAKEHHS
115. | OKTAHAT Coagulatio | draxTopa B02BDO | nopoLuok gns OkTtachapma | ABcCTpis | BUMpPOOHULTBO 3a Lsewis/ BHECEHHS 3MiH 3a UA/15468/01/02
n factor VIl 2 pOo3umnHy Ansa dPapmavesT NOBHUM LK/IOM AscTpisi/ no peyenmom
VIl Koarynsuii iH’ekuii no 100 nka 3a PpaHuis/ peecTpauinHux
KpOBi MO/mn; KapToHHa | TMpogykTioHe BUK/OYEHHAM Himeuunna marepianis:
NOANHN Kopo6ka Nel: rec m.6.X. BTOPUHHOI 3Minu | TUny -
MicTUTb 1 donakoH YNaKoBKK: 3MiHUM 3 AKOCTI.
3 MOpOLLKOM A5 OkTachapma Ab, [oToBMIA
pO3uunHy ons LBeuis; nikapcbknii
iH'exUili. KapToHHaA 3aci6. 3MiHn y
Kopo6ka Ne2: BMPOGHMLITBO 3a BMPOGHULTBI.
MicTUTb 1 donakoH NOBHUM LK/IOM, 3amiHa abo
3 PO3UMHHUKOM BK/TIOHA0UM BBEJEHHS
(Boga Ans iH'ekuii BisyasibHy [o04aTKoBOT
no 10 mn (1000 iHCnekujto: OinbHUL
MO/dhnakoH)) Ta Oktaghapma BUpPOGHMLTBA
KOMMAEKT Ans dapmaveBTrKa O715 YaCTUHK
PO3YMHEHHA Ta MpopaykTioHcrec ab0 BCbOro
BHYTPILLUHbOBEHHOT M.6.X., ABCTpIsi; BYPOBHMYOTO
0 BBeAeHHs (1 npouecy
LunpuL, BMPOGHMLITBO 3a roToBOro
ofHopasosuid, 1 MOBHUM LMIK/IOM nikapcbKkoro
[BOCTOPOHHSA 3a 3acoby
ronka, 1 ronka 3 BUK/IOYEHHAM (@inbHMUA, HA
inbTpomMm, 1 ronka BTOPUHHOI SAKIN
ANs iH'ekuin, 2 YNaKoBKK: npoBOAATLCA
NpOCOYeHi OkTacapma, 6yab-AKi
CMUPTOM TaMmnoHu) PpaHuis; BUPOGHMUI
y nakeTi abo cTagji, 3a
6nictepi. Kopobka BTOpPUHHE BMHATKOM
Ne 1 Ta KOpo6ka nakyBaHHs, BUNYyCKy cepii,
Ne 2 BisyasibHa KOHTPO/IHO SKOCTI
06’€QHYIOTbCA MK iHCMeKujs: Ta BTOPVMHHOIO
coboto Oktaghapma nakyBaHHs Ans
NNacTUKOBOKO [leccay Mmo6X, CTEPU/IbHUX
NAiBKOO HimeuumnHa; NiKapCbKNX
3aco6is
BVPOGHMLTBO (BK/THOYAIOUM

Kpionpeuinitara:

BUpPOG/IEHI
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

@opma surycKy
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

Oktaghapma
MpoaykuioHcrec
ennwadt
Joviunang,
M.6.X.,
Himeyunha;

Bupo6HuLTBO
PO3UMHHYKA:
Contochapm

dapmavoiiTie

Epuolirnicce

TM6X,
HimeuunHa

acenTU4HUM
MeToA0M), KpiM
NiKapCbKNX
3aco6is
6ionoriuHoro/imy
HOMOTIYHOro
NOXOKEHHS).
BeeneHHs
BMPOGHMYOT
OinbHULL-
Solupharm
Pharmazeutisch
e Erzeugnisse
GmbH,
Germany ans
BMPOGHMLITBA
PO3UMHHYIKA.
TepmiH
BBEJEHHS 3MiH -
npotarom 6
MicayiB nicns
3aTBEPAKEHHS

116.

OMHIK OKAC

tamsulosin

Tamcynos
VHY
rigpoxnop
na

GO04CAO0
2

TabneTkun, BKPUTI
NiBKOBOIO
060/10HKOI0,
NPOJIOHrOBaHoOI fji
3 NepopasibHO
CUCTEMOIO
KOHTPO/IbOBaHOI
abcopb6buii no 0,4
mr; no 10
TabneTtoky
6nictepi, no 3
6nictepu B
KapTOHHI KopooLyi

AcTtennac
Papma
Opon B.B.

Higepna
HAn

[Jendapm
Mennen B.B.

HigepnaHngu

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3Minn | Tuny -
3MiHM 3 SKOCTi.
[oToBMIA
nikapcbkuii
3aci6. KoHTponb
[O0NOMIDKHMX
peyoBuUH. 3MiHa
y MeTogax
BMNPOOYBaHHS
[LOMOMDKHOT
peyoBUHN
(BnyYeHHS
meToay
BUNPOBYBaHHS,
AKLLO
anbTepHaTUBHU
n meTop,
BMNPOOYBaHHS
BXe
3aTBEPKEHO)
Y3rofkeHHs

3a
peyenmom

UA/4368/02/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

cneuudikayii
Makporosny
7000000 3
MOHorpagieto
Ph. Eur. gnsa
Makporosiis
BUCOKOI
MONEKyNAPHOT
macw
(BKNKOYALOUM
BUK/OYEHHS
TECTY Ha BaXkKi
mMeTanm Ta
LIMHK).
OHoBrieHHsA
posginis
[0NOMDKHOT
peyoBuHY:
3.2.P.1,
3.2.P.4.1,
3.2.P.4.2,
3.2.P.43,
3.2.P.4.4. 3MmiHn
| Tuny - 3miHn 3
AKocTi. FoToBWMiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTtpis
cneuudikauii
Ta/abo
[0MyCTUMNX
MeX roToBOro
nNikapCcbKoro
3aco6y (iHLi
3MiHM) HesHauHi
3MiHU B
crneundikauii Ta
mMeTofax
KOHTPO/0 ANA
nikapcbkoro
3ac06y OMHIK
Okac 3
BignoBigHOO
3MiHOI
HaCTYMHUX
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

po3ainis CTD:
3.2P51
Cneumdpikaui
3.2.P.5.2
AHaNITNYHI
MeTOANKN
3.2.P.53
Banigauis
aHasTliTUYHKX
MeToAMK
3.2.P56
OO6I'pyHTYBaHHs
cneumaikaui -
Kopekuisi Ha3su
«iOH Xnopy» Ha
«iOH Xnopugy»,
y 3MiHi
rnocunaHHsa USP
724 Ha
rapMoHi3oBaHe
nocunaHHs Ans
cneuudikayii
BMNPOBYBaHHSA
PO3UMHEHHS, Y
3MiHi MmeTOaYy
OpHopiAHICTb
BMicTy 2.9.6 Ha
OfHOPIAHICTb
[,030BaHuX
oanHuLb 2.9.40,
a TakoX Y 3MiHi
B MeTofi
BMNPOOYBaHHS
PO3UMHEHHS,
TO6TO
Y3roKeHHi
KOHUeHTpaL,ii B
cTaHgapTHOMY
PO34mHi Ta
PO34KHi 3paska
(pi3Huus B
KOHLeHTpaw,ii
cTtaHoBuTb 1000
pasiB) Takox
nepeknagn
aHaniTUYHNX
MeToAuK
KOPEryrTbest
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BignoBigHO A0
HOBOrO
chopmarty.
BignosigHi 3miHW
BHOCSTbCS B
cneuudikaito
Ta meToau
KoHTponto MK#A
[Ansa nikapcbKoro
3aco6y OMHiK
Okac ans
noKasHUKiB
«lpeHTundikavis»
, «PO3YMHEHHS»,
«OfAHOpIgHICTb
[030BaHNX
OAVHULb»
YTOYHEHHA 00
nocuNaHHs y
MeToAax
KOHTPO/0
Mikpo6ionoriyHol
ynctotn «EP
2.6.12Ta
2.6.13» 3amicTb
EP5.14uwoe
BMMOramm o
nokasHuka
Mikpob6ionoriyHa
yucroTa -
BBefeHHs 3MiH
npoTsArom 6
MicayiB nicns
3aTBEPAKEHHS -
3Minn | Tuny -
3MiHM 3 SKOCTi.
loToBMIA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHULTBI.
3MiHn
BMNpobyBaHb
abo fonycTuMmx
MeXx,
BCTaHOB/IEHNX Y
cneumadikauisx,
nig yac
BMPO6GHMLTBA
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
roToBOro
nikapcbKoro
3aco6y (iHLwi
3MiHW)
HesHauHa 3miHa
B npoueaypi
Big6opy npob
Ansa npouecy
nakyBaHHs

nikapcbkoro
3ac06y OMHIK
Okac.
YacToty
nepesipku
yinlicHoCTi
repMeTUYHOCTI
3MiHEHO 3 «6
6nicTepiB abo
6inble, oonH
pas Ha rogviy,
Ta AOAATKOBO
nicnsa nopyLleHb
TpuBanicTio
noHag 30
XBW/VH, Ha
noyartky Ta B
KiHLj napTii» Ha
«6 bnicTepis
abo GinbLue,
yepes piBHi
NPOMIXKM Yacy,
Ta [0AaTKOBO
nicns nopyLueHb
TpuBanicTio
noHaz 60
XBUVH>.
BignosigHi 3miHK
BHOCATbCS [0
po3sginy
3.2.P.33
Description of
Manufacturing
Process and
Process
Controls.
PepakuiiHa
npaska:
HanmcaHHs
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
aitoyoi
peyoBMHM 3
BE/INKOI NiTepu -
3MiHu | THny -
3MiHM 3 SIKOCTi.
[oToBMIA
nikapcbkuii
3aci6. KoHTponb
roToBOro

nikapcbkoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo
[OMyCTUMNX
MeX roToBOro
nikapcbKoro
3aco6y (iHwwi
3MiHW)
YTOUHEHHA
o0
nepeknagy 3
aHrnilicbkoi Ha
YKpaiHCbKy MOBY
NS nokasHuka
«Onue»
nNikapCcbKoro
3aco6y OMHiK
Okac BignosigHO
[0 po3ainy
3.2P5.1
Cneupndpikauii, a
came: 3
«Tabnetku
Kpyrni,
LBOONYKI,
BKPWTIi )XOBTOO
NiBKOBOIO
060/10HKO1,
MapKoBaHi
TUCHEHHSM «04»
Ha «Kpyrna,
XOBTa Tabnetka,
BKpUTA
MN/1iBKOBOIO
060/10HKOM, 3
TUCHEHHSIM
«04>.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

TexHiuHi npaBku
B MKA Ha /13
0151 NOKa3HUKIB
«KinbkicHe
BU3HAYEHHS»,
«CynposigHi
OOMILLIKU»,
nos’sa3aHi 3
KOPEKTHUM
nepeknagom,
BiANOBIAHO A0
OHOB/IEHUX
po3sginis
3.2P51
cneuudikauis,
3.2P5.2
aHaniTM4yHa
MeToAuKa.
3MiHN BHECEHO
B IHCTPYKL,i1O
AN MegnyHoro
3acTocyBaHHS
nNikapcbKoro
3acoby y po3gin
«Jlikapcbka
chopma»
(oCHOBHI hi3unko-
XiMiYHi
B/1ACTMBOCTI).
BBegeHHs 3MiH
npotarom 6
MicauiB nicns
3aTBEPAKEHHS

117.

OTUMNAKC®

reHa3oH
Ta
nigokaiHy
rigpoxnop
nay
MOHorigpa
T

S02DA3
0

Kpanni ByLUHi; No
16 r y dhnakoHi; no
1 dpnakoHy pasom
3 NN1aCTUKOBOIO
KpanenbHuLeo y
KapTOHHI Kopo6Lyi

BIOKOJEKC

dpaHuin

BIOKOJEKC

PpaHuin

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3MiHn | TUny -
3MiHM Wwoao
6e3nekn/ecektu
BHOCTI Ta
thapmakoHarnsg,
y (iHLWWi 3MiHW).
3MiHM BHECEHI B
TeKcT
MapKyBaHHS
yNaKkoBKM

niKkapcbKoro

6e3
peyenma

UA/5205/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3acoby, a came:
— BTOPWHHA Ta
nepBuHHA
YNaKoBKM:
3a3HaYeHHs
iHchopmauit
1,00 YMOB
36epiraHHsa
nNikapCcbKoro
3acoby nicns
nepLuoro
BiAKPUTTS; —
BTOPVHHA
ynakoBka:
[o[aTKoBO
BHOCUTbCS
iHchopmavis
00 Ha3Bu Ta
agpecu
3aABHUKA.
TepmiH
BBEJEHHS 3MiH -
npoTsArom 6
MicayiB nicns
3aTBEPAKEHHS.
118. | NONNIAMBI® Polatuzum | nonatysym | LO1FX1 | nopoluok gns TOB «Pou YkpaiHa BMNPOBYBaHHA LLisenuapis BHECEHHS 3MiH 3a He UA/19838/01/01
ab vedotin | aby 4 KOHLEeHTpaTy ans YkpaiHa» KOHTPOJIH0 AKOCTI no peyenmom nionsi2ae
BeJOTVH pO34MHy aoNs (okpim peecTpauinHux
iHdpysii no 30 wmr; aKTVMBHOCTI, MaTepianis:
no 30 mry CTEepPUNbHOCTI Ta 3miHu Il Tuny -
dhnakoHi; no 1 HakTepiasibHuX 3MiHV Wwoao
hnakoHy y €HI0TOKCUHIB): 6e3nekn/edekTn
KapTOHHI KopooLyi NoHza N1g, BHOCTI Ta
LBeiiuapis; thapMakoHarnag,
BVPOGHMLTBO y. 3MiHN Yy
Hepo3dacoBaHo KOPOTKili
T npoAykuii, XapakTepucTuui
nepBuHHE nikapcbKoro
nakyBaHHs, 3acoby, TeKCTi
BUMPOBYBaHHS MapKyBaHHS Ta
KOHTPO/I0 IHCTpYKUii gns
AKOCTI, MeAnYHOro
BTOPVIHHE 3aCTOCYBaHHA Y
nakyBaHHs, 3B'A3KY i3
BMMYCK Cepil: HOBMMU JaHUMK
®.XodhpmaHH- 3 AKOCTI,
Na Pow 14, OOKNIHIYHUMN,
LLIBeliLapist KNiHIYHUMUN
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

AaHummn Ta
JaHumm 3
thapmakoHarnag,
y. 3MiHU
BHECEHO 10
IHCTpYKUIii gns
MeAn4yHOro
3acTOCyBaHHSA
nNikapCcbKoro
3acoby fo
po3ginis
"OcobnueocTi
3aCTOCyBaHHA",
"MoGiuHi
peakujii”.
BBefeHHs 3MiH
npoTsArom 6
Micaiyie nicnsa
3aTBEPAKEHHS

119.

NONAMBI®

Polatuzum
ab vedotin

nonartysym
aby
BEAOTUH

LO1FX1
4

MOPOLLOK A5
KOHLeHTpaTy Ans
PO34nHY AnA
iHdy3ivi no 140 wr;
no 140 mry
dhnakoHi; no 1
donakoHy y
KapTOHHI KopooLyi

TOB «Pow
YkpaiHa»

Ykpaina

BVPOGHMLTBO
Hepo3dacoBaHo
T npoAykuii,
nepBuHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJIIO SIKOCTI
(TibKM Ha
CTepUNbHICTb Ta
H6akTepianbHi
€HJ,0TOKCUHMW):
BCN
dapmachbloTikan
3 C.n.A., Itanis;

ITanis/
LLiBefiuapis

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3miHu Il Tuny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapMakoHarnag,
y. 3MiHN Yy
KOPOTKili
XapakTepucTui
nikapcbKoro
3acoby, TeKCTi

BUMPOBYBaHHS MapKyBaHHS Ta
KOHTPOJIO SKOCTI IHCTpYKUii gns
(okpim MeZNYHOro
aKTWBHOCTI, 3aCTOCYyBaHHA Y
CTEepPWIbHOCTI Ta 3B'AA3KY i3
H6aKTepianibHUX HOBUMU A@HVMU
€HO0TOKCUHIB): 3 AKOCTI,
NoH3sa /14, OOKNIHIYHUMN,
LBeiiuapis; KAIHIYHUMKN
BUMPOBYBaHHS JaHumun Ta
KOHTPOJIO SKOCTI AaHnumun 3
(Tinbkn thapmakoHarnsg,
aKTUBHICTb), y. 3MiHU
BTOPVHHE BHECEHO [0
nakyBaHHS, IHCTPYKUIT Ans

3a
peyernmom

He
niosisieae

UA/19838/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BUMYCK cepil:
®.XothdmaHH-
Na Pow 114,
LLiBeiiuapis

MeAn4yHOro
3acToCyBaHHsA
nNiKapcbKoro
3acoby fo
posginis
"Oco6nuBoCTi
3aCTOCyBaHHSA",
"MoGiuHi
peakujii”.
BBegeHHs 3MiH
npotarom 6
MicayiB nicns
3aTBEPAKEHHS

120.

NMPEAYKTAN®
MR

trimetazidi
ne

TpymeTasm
AvHy
aurigpoxn
opva,

CO1EB1
5

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKOI0, 3
MoandikoBaHUM
BVBITbBHEHHSIM MO
35 wmr; no 30
TabneToky
6nictepi; no 2
6nictepu y
KOpO6Li 3 KApTOHY

TOB
"Ceps'e
YkpaiHa"

Ykpaina

Na6oparopii
CepB'e
IHpacTpi,
®paHuis;
AHOAPM
MignpnemcTBo
dapmaLeBTUYHe
AT, MonbLa

®paHuia/
Monba

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3MiHun | TUnY -
3MiHUM 3 AKOCTI.
Adl.
B1po6HMLTBO.
3miHa
BMPOOHMKA
BMXigHOro/npomi
XXHOro
npogykty/peare
HTY, WO
BUKOPVCTOBYIOTb
cay
BUPOGHNYOMY
npoueci Adl,
abo 3miHa
BMPOGHMKa
(BKnovatouu, ae
Heob6XigHo,
micue
npoBefeHHs
KOHTPO/H0
akocTi) APl (3a
BifCYTHOCTI
ceptudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei y
3aTBepMKEHOMY
[0CbE)
(3anponoHoBaHu
A BUPOBHUK

3a
peyenmom

UA/3704/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

HanexwTb [0
Tiei camoi
BMPOGHMYOT
rpymu
nigNprUeEMCTB,
Lo 7
3aTBEPAKEHWIA)
3amiHa
BMPOGHMYOT
LinbHUU
BUXifHOT
cuposuHn TMBA
(2,3,4-
TPUMETOKCMOEH3
anbaeria).
Takox
3asBHVKOM
BHOCUTLCS
He3HayHe
OHOBJ/IEHHS [0
po3giny "3.2.S.5
CraHgapTHi
3pasku abo
npenapartu.”
[Jitova pepakuis:
TIANJIN
WISDOW
CHEMICALS 4
Cui Ping road,
Jixian Economic
and
Technological
development
zone Tianjin -
China
[MponoHoBaHa
peakuis:
CANGZHOU
WISDOM
PHARMA Co.,
Ltd East of
Jingyi Road
Coastal-port
Economic and
Technological
Development
Zone West
Cangzhou,




250

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Hebei Province -
China
121. | NPIOPUKC- Measles, XUBUIA JO7BD5 | niodpinizoBaHwmit nakcoCmit Benuka "nakcoCwmiTKns Benebrisi/ BHECEHHS 3MiH 3a UA/16549/01/01
TETPA combinatio | aTeHyiioBa | 4 NOpPOLLOK ANs KnsiiH BputaHi | IiH Bionogxikans PpaHuis/ 0o peuyenmom
KOMBIHOBAH ns with HWi1 BipyC iH'exuili; 1 dhnakoH Ekcnopt A C.A., benbrisa ITanisa peecTpauinHnx
A BAKUVHA mumps, Kopy* 3 MOPOLLKOM Y Nimiteq (Bunyck cepii Marepianis:
ansa rubella (wtam KOMMNEKTI 3 roToBOro 3MiHu | TUny -
MPO®DINTAKTUK | and Schwarz); PO3UYMHHUKOM NPOAYKTY, 3MiHM 3 SKOCTi.
N KOPY, varicella, XUBUIA (Boga ans BUMYCK Cepiii [oToBMIA
ENIAEMIYHOIr live aTeHylioBa iH’exuili) no 0,5 mn PO3UYMHHYKA B nikapcbkuii
O MAPOTUTY, attenuated | Hwii Bipyc (1 po3a) y amnynax ta 3aci6. 3MiHN y
KPACHYXU TA enigemiyH nonepegHbL0 Lwnpuuax); BMPOGHWLTBI.
BITPAAHOI oro HanoBHeHOMY nakcoCmiTKns 3MiHuW y npoueci
BICnn, XXMBA napoTuty* wnpuui (y H BMPOGHMLITBA
ATEHYWOBAH (wtam RIT KOMM/IEKTI 3 Bionogxikans, roToBOro
A 4385, wo [BOMa rosikamu PdpaHLia nikapcbKkoro
Noxo4nTb ab0o 6e3 rosiok) (MapkyBaHHSs Ta 3acoby,
Bif, wWramy abo y amnynaxy nakyBaHHS BK/IHOHAI0UM
Jeryl BaKyyMHiii PO3YMHHMKA B NPOMKHUIA
Lynn); CTepusbHIl amMnynax. NPOAYKT, LLIO
XUBWI ynakosLi; no 1 MapkyBaHHS Ta 3aCTOCOBYETLCA
aTeHyioBa BaKyyMHiiA nakyBaHHs npu
HWi1 BipyC CTepusbHIl PO3UMHHMKA B BMPOGHNLITBI
KpacHyxm? ynakosLj y wnpumuax. roToBOro
(wtam KapTOHHil MapkyBaHHSA Ta nikapcbkoro
Wistar RA Kopo6ui; 1 chnakoH nakyBaHHs 3acoby
2713); 3 MOPOLLKOM Y roToBOro (He3HayHa 3miHa
XUBUIA KOMMNEKTI 3 NPOAYKTY); y npoueci
aTeHyilioBa PO3UYMHHUKOM nakcoCwmiTKns BMPOGHMLTBA).
HWiA BipyC (Boga ans H Bionomxkikana BrnpoBagxeHHs
BITPSAHOT iH’exuili) no 0,5 mn C.A., Benbria HOBOI EMHOCTI
Bicnu? (1 po3a) y (dopmyBaHHs, o6’emom 325 n1 3
(wTam nonepegHLo HanoBHEHHA Ta HepXxasitouoi
OKA) HanoBHeHOMY niodpinizauis cTani Ansa etanis
1 wnpuyi y BaKLMHWN. hopmyBaHHs Ta
ompumaHu BaKyyMHiiA MapkyBaHHS Ta HanoBHEHHS
U wsixom CTepubHiIl nakyBaHHs BaKLMHW
PO3MHOXE ynakosLi; no 1 roToBOro 3[iACHIOETBCSA 3
HHS 8 BaKyyMHiii NpOAyKTY. METOH0
Ky/ibmypi CTepUsbHIl KoHTposb siKocTi onTumisauit
KAIMUH ynakoBLj y roToBOro BMPOGHNYOTO
Kypsiqux KapTOHHiiA NPOAYKTY. npouecy Ta
eMb6pioHIB; Kopobui; 1 dnakoH MapkyBaHHSA Ta NiABULLLEHHSA
2 3 MOPOLLKOM Y nakyBaHHs onepaujinHoi
ompumaHu KOMNeKTi 3 PO3YMHHKKA B eheKTMBHOCTI.3
U wisixom PO3UYNHHVKOM wnpmuax ta MiHW | TUny -
PO3MHOXE (Boga oA amnynax. 3MiHM 3 SIKOCTi.
HHS1 B iH’ekujiii) no 0,5 mn KoHTposb sIKOCTi [oToBMIA
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
oun/ioioHu (1 po3a) B amnyni PO3YMHHMKA B nikapcbkuii
X y BaKyyMHiii wnpuuax ta 3aci6. 3MiHN Y
KAimuHax CTepUsbHIl amnynax); digia BMPOGHWLTBI.
JI0OUHU ynakosui; no 1 PapmacbtoTivi 3MiHW y npoueci
(MRC-5) BaKyyMHiiA C.n.A,, ltanisa BMPOGHMULITBA
CTepUsbHIl (dPopmyBaHHs, roToBOro
ynakoBLj y HanoBHEHHS, nikapcbKkoro
KapTOHHi Kopobuyi niogpinizauis 3acoby,
BaKLMHK, BK/IHOHAI0UM
BVMPOGHMLTBO NPOMKHUIA
PO34MHHKKA B NPOAYKT, L0
amnynax, 3aCTOCOBYETLCA
MapKyBaHHS Ta npu
nakyBaHHs BMUPOGHULITBI
PO34MHHVKKA B roToBOro
amnynax, nikapcbkoro
KOHTPO/b AKOCTI 3aco6y (iHLi
PO3UYMHHVKA B 3MiHW). 3MiHN
amnynax (3a nepegbayaloTb
BUHATKOM TecTiB OHOBJIEHHSA
Po3unHHIiCTb Ta iHchopmauii y

loeHTudikavis
HaTpilo));
Jendpapm Typ,
PpaHLis
(BMpo6HMLTBO
PO34MHHKKA B
amnynax,
MapKyBaHHs Ta
nakyBaHHS
PO34MHHKKA B
amnynax,
KOHTPO/Tb SIKOCTI
PO34MHHKKA B
amnynax);
KataneHT
Bengxiym,
Benebris
(Bnpo6bHMuTBO
PO34MHHKKA B
wnpumuax,
KOHTPO/Tb SIKOCTI
PO34MHHKKA B
winpuyax);
AcneH HoTtp-
Oawm-[e-
BoHagineb,
PpaHuis

po3aini 3.2.P.3.3
«Description of
Manufacturing
Process and
Process
Controls» 3
MeTol0
rapmoHisawi
onucy
BMPOGHNYOTO
npotecy Mix
BMPOGHNYUMY
OinbHUUAMK Ta
npvBeAeHHs
peecTpaujiiHoro
[ocbe y
BIANOBIAHICTb A0
aKTyabHOl
BMPOBHUYOT
NpakTUKN.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

(Bupo6HMLTBO
PO3UYMHHYMKA B
wnpuuax,
KOHTPO/Ib IKOCTIi
PO3UYMHHYMKA B
Lwnpuruyax)

122.

MPOKCIYM®

pantopraz
ole

naHTonpas
on (y
dopmi
HaTpito
CeckBiriap
aty)

A02BCO

2

NOPOLLIOK AN1si
po3unHy ans
iH’ekujii, no 40 mr
no 1 cpnakoHy y
KapTOHHIN nayui

MPO®APM
A
IHTEepHeLHN
TpengnHr
Nimiteq

ManbTa

Nab6opaTopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3MiHn | TUny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkni
3aci6.
CrabifibHICTb.
3mMiHa y
TepMiHax
npuaatHocTi abo
ymoBax
36epiraHHsA
roToBOro
nNikapcbKoro
3aco6y (iHLi
3MiHK)
MpuBegeHHA
iHchopmauii y
po3gini "TepmiH
npugaTHocTi"
MeTogis
KOHTPO/HO AKOCTI
N3,y
BigNOBigHICTb A0
3aTBEPKEHOT
IcnaHcbknm
areHTCTBOM 3
nNiKapcbknx
3acobiB i
BMpPOGIB
MeAnYHOro
npu3HaYEeHHs
(AEMPS)
iHbopmauit
po3giny "TepMmiH
npugaTtHocTi"
SmPC. [ditova
pepakuis: MKA
«TepMiH

3a
peyenmom

He
niossieae

UA/13996/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

npuaaTHoOCTI» 2
poku. Micns
po3BefeHHs

TepMiH
npugaTHocTi
roToBOro
PO3UMHY
CTaHoBUTL 12
FOAVH.
lMponoHoBaHa
pepakuis: MKA
«TepMiH

npuaaTHoOCTI» 2
poku. Micnsa
po3BefeHHs

TepMiH
npugaTHocTi
roToBOro
PO3UMHY
CTaHoBUTL 12
rOAvH nNpu

Temneparypi He

BuLe 25°C. 3

MiKpO6ioorivHOT
TOYKY 30pY

npenapar cnig
BUKOpUCTaTK

HeraliHo. Y pasi,

AKLLLO NPOAYKT

He
BUKOPVCTOBYETb
Cs1 HeraiHo,
yMOBYM Ta
TpuBaNicTb
36epiraHHA nig,
yac

BUKOPWCTaHHSA €

BiANOBigaNbHICT

10 KopucTyBaya.

3MiHU BHECEHO
B IHCTPYKL,i1O

AN MegnyHoro

3acTocyBaHHS
nNikapcbKoro

3acoby y po3gin
"TepMmiH
npugaTHocTi"

123.

NMPONAHOPM®

propafeno

nponageH

C01BCO

PO34MH ans

NPO.MEA.L|

Yecbka

KOHTPOJ1b AKOCTI,

Yecbka

BHECEHHS 3MiH

3a

UA/5421/02/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep

n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo

3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
ne OHY 3 iH‘ekuiii, 3,5 mr/mn | ClMparaa.c. | Pecny6n BUNYCK cepil: Pecny6nika/ 0o peyenmom
rigpoxnop no 10 mn s iKa MPO.MEA.LIC Cnosaubka peecTpauiiiHnx
na amnyni; no 5 Mpara a.c., Pecny6nika Marepianis:
amnyny Yecbka 3MiHu | TNy -
KOHTeliHepax; no 2 Pecnyb6nika; 3MiHW 3 SIKOCTI.
KOHTEliHepn y [oToBMIA
KapTOHHI KopooLli BMPOGHMLITBO, nikapcbkuii
nepBUHHE i 3aci6. 3MiHN Yy
BTOPUHHE BMPOGHWLTBI.
nakyBaHHs, 3amiHa abo
KOHTPO/Ib SIKOCTI: BBEJEHHS
XBM ®apma [L,04aTKOBOT
c.p.o., LinbHUU
Cnosaubka BMPOGHMLITBA
Pecnyb6nika 07151 YaCTUHK
ab0o BCbOro
BMPOGHNYOTO
npouecy
roToBOro
nikapcbKoro
3aco6y (iHLwi
3MiHW)
3miHa go
po3sginy
«BunpobHWK» B
mMeTofax
KOHTPO/IHO AKOCTI
nikapcbkoro
3acoby y 3B’A3Ky
3 HEOOXiAHICTIO
BKa3aHHs
KOPEeKTHOT
iHchopmauit
oo
BMPOGHNUNX
OiNbHUUb,
3afisHUX y
BMUPOGHULITBI
roToBOro
nikapcbkoro
3acoby.

124. | PAMI Ramipril paminpuni | CO9BAO | Tabnetkmno5 CaHpos CnoBeHi Bupo6HuLTBO Monba/ BHECEHHS 3MiH 3a UA/4259/01/02
CAHAO3® and rigpoxnop | 5 Mr/25 mr; no 10 dapmacboTi a Hepo3ghacoBaHo HimeuunHa 0o peuyenmom
KOMMO3UTYM | diuretics oTiasng, TabneToky Kans g.4. ro NPoaykKTy, peecTpauinHnx

6nictepi; no 3 [03BiN Ha Marepianis:

6nictepu B BUNYyCK cepil: 3MiHu | TNy -

KapTOHHI kopooL;j Nek C. A, AAMiHICTpaTVBHI
MonbLua; 3MiHMW.




Hassa

Koo

®opma surnycky

3assHUK

255
KpaiHa
3asBHU

Ka

Bupo6Huk

PeecmpayitiHa

Ymosu

Kpaina
BUPOOGHUKa

npoyedypa

Bionycky

Pexknamys
AHHST**

Howmep
peecmpayitiHo

20
nocsioYeHHs

n/n

Hassa
JliKapCcbKO20
3acoby

Ha

MixHapod

HenameH
mosaHa
Hassa*

diroyoi
peyoBUHU

ATX

(nikapcbka
(pOpMa;
ynakoska)

MepBuHHA Ta

BTOPVHHA

BUsyYeHHs
BMPOGHUYOT

AinbHui

C09BAO

TabneTkm no 5

CnoBeHi

yMakoBka,
[03BiN Ha

BMNYyCK cepil:

Nek C. A.,
MonbLya;

BMpO6HWLTBO 32
MOBHUM LIMK/IOM:

CantoTtac
dapma 'M6X,
HimeuunHa

CaHnpfo3

dapmachHoTi il

B1pPOBHMLTBO

(B

Monbuia/

AinbHUL Ans

NPOMIXXHOro
npoaykTy a6o

nikapcbkoro

OinbHULi Ans

BiNOBiga/IbHOro
3a BUMYCK Cepiil,

KOHTPOAIO cepii)

KoYaoumn

Adl,

roToBOro
3acoby,

npoBeAeHHs
nakyBaHHs1,
BMPOGHMKa,

micue
npoBeAeHHs

abo
noctayanbHuKa
BUXIQHOTO
maTtepiany,
peareHTy a6o
[I0MOMIKHOT
pPeyoBUHY (SIKLLO
3a3HayeHo y
[0CbE)
BusyuyeHHs
BUPOGHUKA ADI
lFigpoxnopTiasng
Arevipharma
GmbH,
Germany.
Brpo6HuKKM Wwo
3a/IMLLaThCs
Cambrex
Profarmaco
Milano S.r.l.,
Italy Ta IPCA
Laboratories
Limited, India
BUKOHYIOTb Ti X
cami cpyHKUT o
7 BUTYyYEHWIA.
BHECEHHS 3MiH

HimevunHa

Hepo3diacoBaHo

Jile)

3a
peyenmom

125.

PAMI

CAHAO03®

Ramipril

and

paminpun i

rigpoxsop

5

Mr/25 wr; no 10

UA/4259/01/02
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
KOMMO3UTYM | diuretics oTiasng Tabnetoky Kans g.4. ro NPoAyKTy, peecTpauiinHux
6nictepi; no 3 [03BiN Ha marepianis:
6nictepu B BMMYCK Cepil; 3Mminu | TUny -
KapTOHHI KopooLli MepBuHHA Ta 3MiHU 3 SKOCTI.
BTOPUHHA CepTtudikar
yMakoBka, BignosigHocTi/l
[03BiN Ha E-cepTudpikat
BUMNYCK Cepil: BiANOBIAHOCTI
Nek C. A, €Bponeicbkili
MonbLua; thapmakonei/mo

Brpo6HuuTBO 3a
NOBHUM LMK/IOM:
Castotac
dapma N'vbX,
HimeuunHa

[NopaHHA HOBOrO

Horpadii.

ab0 OHOBIEHOTO
ceptudikata
BignoBigHOCTI
ab0 BUSTyYEHHS
ceptudikata
BignoBigHOCTI
€Bponeicbkili
thapmakonei:
ona Aol; ans
BUXiQHOIO
martepiany/pear
€HTY/MPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOOHULITBI
ADl; ana
[LOMOMDKHOT
peyoBVHN
(ceptudhikat
BignoBigHOCTI
€Bponeicbkili
thapmakone) -
OHoBEeHWIA
cepTuadikaT Bif
yxe
3aTBEPKEHOr0
BMPOGHMKA.
MopaHHA
OHOBJIEHOTO
cepTuduikaty
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei R1-
CEP 2004-307-

Rev 06 Big
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3aTBEPAKEHOr0
BMPOGHMKA
Cambrex
Profarmaco
Milano S.r.l,
ITania giroyoi
peyoBVHN
rigpoxsopoTiasu
4 (3aTBEpAXeEHO:
R1-CEP 2004-
307-Rev 04,
3anpornoHoBaHo:
R1-CEP 2004-
307-Rev 06),y
3B'A3KY 3:

- AoAaHo
[omituky N-
Nitroso-
Hydrochlorothiaz
ide sk
cneuudikoBaHy
[OOMILLKY 3
mexamu 15,0
ppm;

- AoAaHo
aHaniTyHy
MeTOoANKY
LC/UV gns
aHanisy
nomiwkm N-NO-
HCTZ, - nogaHo
Banigaujto
HOBOro MeToay
LC/UV gns
niATBEPAKEHHS
npugaTHocTi
BMPOBa/PKEHOrO
meToay;

- AoAaHo
ceptudikaTn
aHanisy
BigNoBigHO A0
nepernsHyTol
cneumdikawii
o0
BK/TIOYEHHS
[omitkm N-
nitroso-
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

Hydrochlorothiaz
ide; -
nepernsHyTo
po3gin 3.2.s.4.5
Justification of
specification;

- NepernsHyTo
po3gin 3.2.S.5
Reference
standards
BiANOBIAHO A0
Bumor EDQM
BK/TIOYEHHS
[omitkm N-
nitroso-
Hydrochlorothiaz
ide y matepianu
[0CbE.

126.

PAHHOBA

ranolazine

paHonasun
H

CO1EB1
8

Tabnetku
NPOJIOHrOBaHOI fji
no 500 mr; no 20
Tabnetoky
6nictepi, no 3
6nictepn y
KapTOHHI Kopo6Lyi
i

CTALA
ApuHainmitt
enb Al

Himeyun
Ha

BUPOGHMLTBO
Hepo3cacosaHo
ro NpoAykKTy,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ccepil,
BUWMYCK CepiiA:
Apamep ®apma
C.A., MonbLya;
BUWMYCK CepiiA:
CTAOA
ApuHaiimiTTens
Al', HimeuyunHa

Monbwa/
HimeyunHa

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbKnii
3aci6. KoHTponb
[L0NOMDKHUX
peyoBMH. 3MiHa
napameTpis
cneyudikayii
Ta/abo
[0MyCTUMNX
MeX Ans
LOMOMDKHOT
peyoBVHN
(BunyYeHHs 3i
cneumdikawii
He3HayHoro
nokasHuka
(Hanpuiknag,
3acrapinoro
NoKasHUKa))

- BUJTYUYEHHS
napametpa
Mutoma nnowa
NOBEpPXHi
(Specific surface

3a
peyenmom

UA/20744/01/01




259

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
area) 3i
cneumdikawi
[LOMOMDKHOT
peyoBVHN
MarHito
CTeapary,
OCKi/IbKU faHWiA
TECT € He
KPUTUYHKM.
127. | PAHHOBA ranolazine | paHonasu CO1EB1 | Tabnetku CTALA Himeuun BUPOGHMLTBO Monbwa/ BHECEHHS 3MiH 3a UA/20744/01/02
H 8 NPOJIOHrOBaHOI fji ApuHainmitt Ha Hepo3cacosaHo Himeuunna o peyenmom
no 750 wmr; no 20 enb Al ro NPoAyKTy, peecTpauiiHux
Tabnetoky nepBuHHE Ta mMaTtepianis:
6nictepi, no 3 BTOPUHHE 3Minn | Tuny -
6nictepn y nakyBaHHs, 3MiHM 3 SKOCTi.

KapTOHHI Kopo6Lyi

KOHTPO/Ib Ccepil,
BUWMYCK CepiiA:
Apamep ®apma
C.A., MonbLa
BUWMYCK CepiiA:
CTAOA
ApuHaiimiTTens
Al', HimeuyumHa

loToBwiA
nikapcbKnii
3aci6. KoHTponb
[L0NOMDKHUX
peyoBUH. 3MiHa
napameTpis
cneyudikayii
Ta/abo
[0MyCTUMNX
MeX Ans
LOMOMDKHOT
peyoBVHN
(BUny4YeHHs 3i
cneumdikawii
He3HayHoro
nokasHuka
(ranpuiknag,
3acrapinoro
NoKasHUKa))

- BUJTYUYEHHS
napametpa
Mutoma nnowa
NOBEpPXHi
(Specific surface
area) 3i
cneumdikawii
[LOMOMDKHOT
peyoBUHN
MarHito
CTeapary,
OCKi/IbKU faHWiA
TECT € He
KPUTUYHUM.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
128. | PEOCOPBI/IAK | Electrolyte | cop6iton, BO5BB0O | po3uuH Ans TOB "tOpia- | YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH 3a He UA/2399/01/01
T® sin HaTpito 4 iHcpysiii no 200 mn dapm"” Ddapm” 0o peuyenmom nionsieae
combinatio | (S)— a6o 400 mny peecTpauinHux
n with nakraty NASAWKaX CKIAHUX; MaTtepianis:
other PO34nH, no 200 mn abo YTOYHEHHSA
drugs HaTpito 400 mn 'y naswui HanucaHHs
xnopug, CKNAHIN; no 1 yNaKkoBOK B
KasnbLiito NAAWLU B NayL; Hakasi MO3
xnopuay no 200 mn Ta 400 Ykpainn Ne 708
avrigpar, M/1 B NAsILLIKax Bif, 29.05.2026 B
Kauito noniMepHNx npoueci
xnopug, BHECEHHS 3MiH
MarHito (3MiHu | THNY:
xnopuay 3MiHK 3 SKOCTi.
rekcarigpa [oToBMIA
T nikapcbkuii
3aci6. KoHTponb
roToBOro

nikapcbkoro
3acoby. 3miHa 'y
mMeTogax
BMNPOOYBaHHS
roToBOro
nNikapcbKoro
3aco6y (iHLi
3MiHW Y MeTofax
BMNpobyBaHb
(BKNKOYAOUM
3amiHy abo
[OOMOBHEHHS)).
CynyTHSA 3MiHa:
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo
[OMyCTUMNX
MeX roToBOro
nNikapcbKoro
3aco6y (iHLwi
3MiHW) - 3MiHa B
meTogi
KOHTPOJIIO Ta
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

CYNyTHS 3MiHa B
cneuudikauii 3a
MOKa3HNKOM
"CTepwnbHICTL",
3MiHa
nocvnaHHA 3
OOY 2.6.1. Ha
Ph. Eur. 2.6.1.B
mMeTogi
BMNPOOYBaHHS
3MiHEHO 00’eM
npenapary,
nonaHo metop, 2
- MembpaHHa
hinbTpavuis 3
CMCTEMOIO
3aKpUTOro TuMy.
3MiHn | Tuny:
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. KoHTponb
roToBOro
nNikapcbKoro
3acoby. 3miHa y
MeToaax
BMNPOOYBaHHS
roToBOro
nikapcbKoro
3aco6y (iHLwi
3MiHW y MeToAax
BMnNpobyBaHb
(BK/THOYALOUM
3amiHy a6o
[OMNOBHEHHS)).
CynyTHSA 3MiHa:
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. KoHTponb
roToBOro
nNikapcbKoro
3acoby. 3miHa
napameTpis
cneuudikauin
Ta/abo
[0MyCTUMNX
MEX roToBOro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

nikapcbkoro
3aco6y (iHLi
3MiHW) - 3MiHa B
mMeTogi
KOHTPO/IIO Ta
CynyTHS 3MiHa B
crneundikauii 3a
NOKa3HWNKOM
"BakTepia/bHi
EHAO0TOKCUHMN ",
3MiHa
nocvnaHHA 3
AdY 2.6.14. Ha
Ph. Eur. 2.6.14,
metog A. B
mMeTogi
BMNPOBYBaHHSA
3MiHEHO
MaKkcumasibHO
Jonyctuve
po3BefeHHs
npenapary Ta
yyTnmeictb NNAJ-
peakTuBy. 3MiHN
| Tuny: 3miHn 3
AKocTi. FOTOBWIA
nikapcbknii
3aci6. KoHTponb
roToBOro
nNiKapcbKoro
3acoby. 3miHa y
MeToAax
BMNPOOYBaHHS
roToBOro
nNikapcbKoro
3aco6y (iHLwi
3MiHW y MeToAax
BMnNpobyBaHb
(BK/THOYALOUM
3amiHy a6o
[OMNOBHEHHS)).
CynyTHSA 3MiHa:
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. KoHTponb
roToBOro
niKapcbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3acoby. 3miHa
napameTpis
cneuudikauin
Ta/abo
[0MyCTUMNX
MeX roToBOro
nikapcbKkoro
3aco6y (iHLi
3MiHW) - 3MiHa B
mMeToaax
KOHTPO/IIO Ta
CynyTHS 3MiHa B
crneundikauii 3a
NOKa3HWKOM
"KinbkicHe
BU3HAUYEHHA "
KanbLito xnopug,
— ogaHo
NPUroTyBaHHs
Mypekcuay
iHOVKaTOpHOT
cymiLi. MarHito
X10pug — 3MiHK
B pO3paxyHKOBI
chopmyni. Kanito
xnopug, —
[04aHo onuc
NPUroTyBaHHs
CTaHJapTHUX
PO34MHIB,
TEPMIH X
36epiraHHs,
3MiHU B
pO3paxyHKOBili
dhopmyni.
Xnopuau —
fofaHo
po3paxyHKoBy
dopmyny. 3MiHn
| Tuny: 3miHn 3
AKocTi. FOTOBWIA
nikapcbknii
3aci6. KoHTponb
roToBOro
nNikapcbKoro
3acoby. 3miHa y
MeToaax
BMNPOOGYBaHHSA
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
roToBOro
nikapcbKoro
3aco6y (iHLwi
3MiHW y MeToAax
BMnNpobyBaHb
(BK/THOYALOUM
3amiHy a6o
[OMNOBHEHHS)).

CynyTHSA 3MiHa:
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. KoHTponb
roToBOro
nNiKapcbKoro
3acoby. 3miHa
napameTpis
cneuudikauin
Ta/abo
[0MyCTUMNX
MeX roToBOro
nikapcbKkoro
3aco6y (iHLi
3MiHM), 3MiHa B
mMeTogi
KOHTPO/IIO Ta
CynyTHS 3MiHa B
crneundikauii 3a
NOKa3HWUKOM
"MexaHiuHi
BK/IHOYEHHA".
3MiHu | Tuny:
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPOBYBaHHSA
roToBOro
nikapcbkoro
3aco6y (iHLi
3MiHM Yy MeTogax
BUNpobyBaHb
(BKKOUAOUM
3amiHy abo
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
[OMOBHEHHS)).

CynyTHSA 3MiHa:
3MiHM 3 SKOCTi.
loToBMIA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nNikapcbKoro
3aco6y. 3miHa
napameTtpis
cneuudikauii
Ta/abo
[0nyCTUMUX
MeX roToBOro
nNiKapcbKoro
3aco6y (iHLi
3MiHW), - 3MiHa B
meTogi
KOHTPOJIO Ta
CYNyTHS 3MiHa B
cneuudikauii 3a
NOKa3HUKOM
"BigHocHa
B'A3KICTb", 3MiHa
NocuNaHHs 3
A®Y 2.2.9 Ha
mMeTog in-house.
MeTtogn
BMNPOBYBaHHSA
[etanisoBaHo
onucaHo,
fopaHo
pO3paxyHKoBY
thopmyny Anst
BWU3HAYEHHS
BiHOCHOI
B'A3KOCTi. 3MiHN
| Tuny: 3miHn 3
[KocTi. [oToBuiA
nikapcbkuii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa 'y
MeToAax
BMNPOOYBaHHS
roToBOro
niKapcbKoro




266
Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3aco6y (iHLi
3MiHW Y MeTofax
BMNpobyBaHb
(BKNKOYaLOUM
3amiHy abo
[OOMOBHEHHS)).

CynyTHA 3MiHa:
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo
[OMyCTUMNX
MeX roToBOro
nikapcbKoro
3aco6y (iHLwi
3MiHW), - 3MiHa B
meTogi
KOHTPO/IIO Ta
CYNyTHS 3MiHa B
cneuudikauii 3a
MOKa3HNKOM
"O6’em, WO
BUTAraeTbca",
3miHa
nocvnaHHs 3
oY 2.9.17 Ha
meTog Ph. Eur.
2.9.17. 3miHu |
TMMy: 3MiHu 3
AKOCTI. FoTOBWMIA
nikapcbkuii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa 'y
mMeTogax
BMNPOOYBaHHS
roToBOro
nNikapcbKoro
3aco6y (iHLi
3MiHW Y MeTogax

BMNPOGYBaHb
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
(BKNKOYAOUM
3amiHy abo
[OOMOBHEHHS)).

CynyTHSA 3MiHa:
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo
[OMyCTUMNX
MeX roToBOro
nikapcbKoro
3aco6y (iHLi
3MiHW), - 3MiHa B
meTogi
KOHTPO/IIO Ta
CYNyTHS 3MiHa B
cneuudikauii 3a
MOKa3HNKOM
"pH", 3miHa
nocunaHHs 3
Aoy 2.2.3 Ha
metog Ph. Eur.
2.2.3. 3MiHn |
TUny: 3MiHM 3
AKocTi. FoToBWiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nNikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPOBYBaHHSA
roToBOro
nikapcbkoro
3aco6y (iHLi
3MiHM Yy MeTogax
BUNpobyBaHb
(BKKOUAOUM
3amiHy abo
[OMOBHEHHS)).
CynyTHSA 3MiHa:

3MiHM 3 SIKOCTi.
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
loToBMIA

nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTtpis
cneuudikaui
Ta/abo
[0MyCTUMNX
MeX roToBOro
nNikapCcbKoro
3aco6y (iHLi
3MiHW), - 3MiHa B
mMeTogi
KOHTpO/IIO Ta
CYNyTHS 3MiHa B
cneuudikauii 3a
MOKa3HUKOM
"CTyniHb
3abapBneHHs",
3MiHa
nocunaHHs 3
Aoy 2.2.2,
MeTop, 2 Ha
metog Ph. Eur.
2.2.2, meTog Il.
3MiHu | TUny:
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa 'y
mMeTogax
BMNPOOYBaHHS
roToBOro
nNiKapcbKoro
3aco6y (iHLi
3MiHW Y MeTofax
BMNpobyBaHb
(BKNKOYaLOUM
3amiHy abo
[OOMOBHEHHS)).
CynyTHA 3MiHa:
3MiHK 3 SKOCTi.

[oToBWMIA
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
nikapcbkuii
3aci6. KoHTponb
roToBOro

nikapcbKkoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo
[OMyCTUMNX
MeX roToBOro
nikapcbKoro
3aco6y (iHLi
3MiHW), - 3MiHa B
meTogi
KOHTPO/IO Ta
CYNyTHS 3MiHa B
cneuudikauii 3a
MOKa3HNKOM
"Mpo3opicTb",
3MiHa
nocvnaHHA 3
AdY 2.2.1 Ha
metog Ph. Eur.
2.2.1. 3MiHn |
TMny: 3MiHK 3
AKocTi. FOTOBWIA
nikapcbknii
3aci6. KoHTponb
roToBOro
nNiKapcbKoro
3acoby. 3miHa y
mMeTofax
BMNPOOYBaHHS
roToBOro
nNikapcbKoro
3aco6y (iHLwi
3MiHW y MeToAax
BMnNpobyBaHb
(BK/THOYALOUM
3amiHy a6o
[OMNOBHEHHS)).
CynyTHSA 3MiHa:
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii

rotToeoro

3aci6. KoHTponb

niKapcbKoro
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

3acoby. 3miHa
napameTpis
cneuudikauin
Ta/abo
[0MyCTUMNX
MeX roToBOro
nikapcbKkoro
3aco6y (iHLi
3MiHW), — 3MiHa B
mMeTogi
KOHTPO/IIO Ta
CynyTHS 3MiHa B
crneundikauii 3a
NOKa3HWKOM
"loeHTudikayis".
Mepedhopmyntos
aHHA BUMOT
cneuudikauii 3a
nokasHukamu
«lpgeHTudpikauisa
KautbLiiA, MarHin,
Kanii,
XNI0pUaU».
3amiHa meTopaiB
iaeHTudikaui
nakTarty ioHy Ta
copb6itony 3
AKICHUX peakuili
Ha meTof BEPX
(NOpiBHSAHHSA
yacis
YTPUMYBaHHS).
3MiHn | Tuny:
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. KoHTponb
roToBOro
nNiKapcbKoro
3acoby. 3miHa y
MeToaax
BMNPOOYBaHHS
roToBOro
nNikapcbKoro
3aco6y (iHLwi
3MiHW y MeToAax
BMnNpobyBaHb
(BK/KOYAOUM
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3amiHy a6o
[OMNOBHEHHS)).

CynyTHSA 3MiHa:
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. KoHTponb
roToBOro
nNikapCcbKoro
3acoby. 3miHa
napameTpis
cneuudikauin
Ta/abo
[0MyCTUMNX
MeX roToBOro
nikapcbkoro
3aco6y (iHLi
3MiHW) - 3MiHa B
mMeTogi
KOHTPO/IIO Ta
CynyTHS 3MiHa B
crneundikauii 3a
NMOKa3HWKOM
"Onunc". 3miHn
BHECEHO B
po3gin
"ikapcbka
chopma"
(OCHOBHI hi3unko-
XIMiYHi
BNacTMBOCTI) B
IHCTpYKLUito Ans
MeAn4YHOro
3acTocyBaHHS
Tay BignoBigHuii
po34in KOpoTKOT
XapakTepucTuku
nikapcbKoro
3aco6y. 3miHu |
TMny: 3MiHK 3
AKocTi. FOTOBWIA
nikapcbknii
3aci6. 3MiHM Yy
BMPOGHULTBI.
3MmiHM y npoueci
BMPOGHMLITBA
roToBOro
niKapcbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3acoby,
BK/IHOHAK0UM
NPOMKHUIA
NPOAYKT, L0
3aCTOCOBYETLCSA
npv
BMPOOHULITBI
roToBOro
nNikapCcbKoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOOHMLTBA) -
3MiHa y
BMPOGHULITBI HA
TEXHONOTIYHIl
cragii
"HanoBHeHHA Ta
3anatoBaHHs
nAAWoK" y
3B'A3KY 3
BBE/IEHHAM
[o4aTKoBOT
LinbHUL
BMPOGHMLTBA.
3MiHu | Tuny:
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHULTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nNikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, Lo
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nNikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPOGHMLTBA) -
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3MiHa Y
BMPOOHULITBI HA

TEXHONOTIYHIl
cragji
"®inbTpauis
po3unHy"y
3B'A3KY 3
BBE/IEHHSIM
[,04aTKOBOT
LinbHUU
BMPOGHMLTBA.
Ha
3aTBEepKEHIl
OiNbHUL
inbTpauis
PO3UMHY
npoBOANTbLCA
6e3nocepeiHbO
6ins MaLnHn
pO37MBY B Knaci
yuctotn C, Ha
3arnpornoHoBaHiii
— nonepegHio
inbTpauito
3[jiiCHIOTL B
NPUMILLEHHI
NPUroTyBaHHs
pO34uHiB Knacy
yuctotu D.
3MiHn | Tuny:
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3MiHM Yy
BMPOGHULTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nNiKapcbKoro
3acoby,
BK/IHOHAK0UM
NPOMKHUIA
NPOAYKT, L0

npv
BMPOOHULITBI
roToBOro

3aCTOCOBYETHCA

niKapcbKoro




n/n

Hasga
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH

Hasga
diroyoi
peyosuHuU

Koo
ATX

®opma surnycky
(nikapcbka

3asasHUK

274
Kpaina

Bupo6Huk

Kpaina

mosaHa
Haszsa*

chopma,
ynakoska)

3asisBHU
Ka

BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

MOSEKYIAPHNX

npu3Beso Ao
HeBiAMnoBiAHOCTI

Y pO3paxyHKy

BMICTY iOHiB.
3MiHM BHECEHO

(oc

3acoby
(He3HauHa 3MiHa
y npoueci
BMPOGHULITBA) -
3MiHa y
BUPOGHULITBI Ha
TEeXHOSIOTiYHilA
cragji
"MpuUroTyBaHHs
po3unHy" y
3B'A3KY 3
BBEJEHHAM
[0[aTKoBOl
AiNbHAL
BMPOGHMLTBA, a
came
3aBaHTaXEHHS
BUWXifHOT
CVPOBUHY
3AiliCHIOETLCSA 3a
[0MoMOrot
TpnbneHaepa.
3Mminuy | Tuny:
3MiHM 3 SKOCTi.
[oToBMIA
nikapcbkuii
3aci6. Onuc Ta
cknag, (iHwi
3MiHY)
BUMNpaB/IEHHS
NOMWJIKH, WO
BMHMKA Npn
OKPYT/IEHHI

mMac

KOMMOHEHTIB
noniioHHoro
PO34KMHYy, WO

B po3gin
"ikapcbka
opma"
HOBHI (Di3u1KO-

XiMiYHi
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BNacTMBOCTI) B
IHCTpYKLUito Ans
MeAn4YHOro
3acTocyBaHHS
Ta y BignoBigHuii
po34in KOpoTKOT
XapakTepucTuku
nNikapcbKoro
3acoby. Ak
Hacnigok -
BiANOBIAHI 3MiHN
BHECEHO Y TEKCT
MapKyBaHHS
yNaKkoBKM
nNiKapcbKoro
3aco6y. 3miHu |
TMMy: 3MiHu 3
AKOCTI. FoTOBWMIA
nikapcbkuii
3aci6. 3MiHN Y
BMPOGHWLTBI.
3MiHa
iMnopTepa/3aMiHn
, L0 CTOCY0TbCA
BUNYyCKy cepii Ta
KOHTPOJIH0 SIKOCTI
roToBOro
nikapcbkoro
3acoby (3amiHa
ab0 JofaBaHHsA
OinbHWU, Ha
SKINA
3[iACHIOETBCSA
KOHTPO/L/BMNPO
6yBaHHs cepii) -
BBEJEHHS
[0[aTKoBOI
AiNbHULI, Ha
AKIN
3[jCHI0ETbCS
KOHTPO/b cepii
3a ghismko-
XiMiYHUM
MoKa3HWKamMm:
TOB "tOpis-
dapm" YkpaiHa,
18030,
Yepkacbka 0671.,




Hassa

276

n/n

JliKapcbKo20
3acoby

MixkHapoo
Ha
HerameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

@opma surycKy

(nikapcbka
popma,

ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep

peecmpayitiHo
20

nocsioYeHHs

M. Yepkacu,
BY/.
UnrnpuHcbka,
6yanHok 21/11,
3 BiANOBIgHUMY
3MiHaMu B B
po3gin
3.2.P.3.1.
Brpo6HuKK.
3MiHu | Tuny:
3MiHM 3 SIKOCTI.
[oToBMIA
nikapcbkuii
3aci6. 3MiHN Y
BMPOGHMLTBI.
3amiHa abo
BBE/EHHSI
[,04aTKOBOT
OiNbHUL
BMPOGHMLITBA
07151 YaCTUHK
abo BCbOro
BUPOBHMYOTO
npotecy
roToBOro
nikapcbKkoro
3acoby
(8inbHULA, Ha
SKINA
npoBOAATLCSA
6yab-AKi
BUPOGHMNUI
cTagji, 3a
BUHATKOM
BUNYyCKy cepii,
KOHTPO/IHO AKOCTI
Ta BTOPWMHHOIO
nakyBaHHs 415
CTEPUSIBHUX
niKapcbknx
3aco6is
(BK/THOYALOUM
BUPOOGIEHI
acenTUyHUM
METO/I0M), KpiM
niKapcbknx
3aco6is

6ionoriyHoro/imy
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

HOJI0TYHOrO
NOXOKEHHS) -
BBEJEHHS
dinbHuui ans 13
B NsLLKax 3
noninponinexHy
no 200 mn Ta
400 mn,
BignoBigasIbHOI
3a BUPOOHULITBO
Ta nepBuHHe
nakyBaHHs -
TOB "tOpis-
Papm” YKpaiHa,
18030,
Yepkacbka 0611.,
M. Yepkacu,
BY/.
UnrnpuHcbka,
6yamHOK 21/11,
3 BignoBigHMMMN
3MiHamu B B
po3gin
3.2.P.3.1
Bupo6HuKu.
3MiHu | Tuny:
AnMiHiCTpaTmBHI
3MiHW. 3MiHa
Ha3su APl abo
[LOMOMDKHOT
peyoBUHY.
3MiHa Ha3BK
A®| Hatpito
nakTat
BiANOBIAHO A0
CEP Big,
BUPOGHMKa, 3
BiANOBIAHUMY
3MiHaMu B
po3gin «Cknagy»
MKA N3. 3MmiHn |
™ny:
AAMiHiCTpaTUBHI
3MiHN.
BunyyeHHA
BMPOBHUYOT
OiNbHUL
(BK/KOYAOUM
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

OinbHUUI oNs
Adl,
MPOMiXXHOrO
npoaykTy abo
roToBOro
nNikapcbKoro
3acoby,
AinbHULU Ana
npoBefeHHs
nakyBaHHs,
BMPOGHMKA,
BignoBigasibHOro
3a BUNyCK cepii,
micue
npoBefeHHs
KOHTPO/tO cepii)
abo
noctadyasibHuKa
BUXIQHOIO
marepiany,
peareHTy abo
[LOMOMDKHOT
PEeYOBUHY (SIKLLO
3a3HayeHo y
[0CbE)
BUTYYEHHS
BMPOGHMKa AdPI
Cop6iton Cargill
Deutschland
GmbH,
HimeyumHa.
3arBeppkeHuii
BMPOGHUK —
Roquette Freres,
®paHLis. 3MiHu |
™ny:
AAMiHiCTpaTUBHI
3MiHW.
BunyyeHHA
BMPOBHUYOT
OiNbHUL
(BK/THOYALOUM
OinbHUUI oNs
Adl,
MPOMiXXHOrO
npoaykTy abo
roToBOro
niKapcbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3acoby,
AinbHULU Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKA,
BignoBigasIbHOro
3a BUNYCK cepii,
micue
npoBefeHHs
KOHTPO/tO cepii)
abo
noctavyanbHuKa
BUXiQHOIO
marepiany,
peareHTy abo
[LOMOMDKHOT
PeyoBUHY (SKLLO
3a3HayeHo y
[0CbE)
BUTYYEHHS
BMPOGHUKa AdPI
Hatpito nakrat
Malladi Drugs
and
Pharmaccuitical
s Limited India.
3MiHn | Tuny:
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. KoHTponb
roToBOro
nNikapcbKoro
3acoby. 3miHa
napameTpis
cneuudikauin
Ta/abo
[0MyCTUMNX
MeX roToBOro
nikapcbkoro
3acoby
(BonoBHEHHS
cneuudikawii
HOBUM
MOKa3HNKOM 3
BigNoBigHUM
MeToA0M
BMNPOGYBaHHS).




280

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

CynyTHSA 3MiHa:
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKkoro
3acoby. 3miHa 'y
mMeTogax
BMNPOOYBaHHS
roToBOro
nNikapCcbKoro
3aco6y (iHLi
3MiHW),
[0AaBaHHSA
nokasHuka
cneumdikawii
"OCMONANbHICTb
"3
HOPMYBaHHSAM
Bifg 765
MOCMOSb/KI A0
935 mocMob/Kr
(Ph. Eur.
2.2.35). 3MiHu |
TMMy: 3MiHu 3
AKOCTI.
CepTudpikat
signosigHocTi/l"
E-cepTtudpikart
BignoBigHOCTI
€Bponeiicbkili
hapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudikaTa
BiANOBIAHOCTI
abo BUNyYEHHS
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ona A®l; ana
BUXiQHOTO
martepiany/pear
EeHTY/NPOMiXHOT
0 NPOAYKTY, L0
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BMKOPWCTOBYHOTb
cay
BMPOGHWLTBI
A®I; ana
[0NOMDKHOT
peyvoBUHN
(cepTudhikat
BiANOBIAHOCTI

€Bponeicbkili
thapmakonei) -
Hoswii
cepTudikaT Big,
HOBOrO
BMPOGHUKA
(3amiHa abo
[ONOBHEHHS) —
nofiaHHs HOBOTO
CEP Big HoBOro
BUpOGHUKa AD|
Hatpito (S)-
nakraty Purac
Biochem BV,
Higepnangn
CEP Ne R1-
CEP-1999-038-
Rev 01. 3MmiHu |
TUny: 3MiHM 3
AKocTi. FoToBWMiA
nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3akKy
noproBasIbHWA
3aci6. 3miHa
noctayanbHuKa
nakyBasIbHUX
marepianis abo
KOMMNIEeKTYuUmnX
(AKwo
3a3HayeHo B
[ocbe) (3aMiHa
ab0 fofaBaHHA
nocTtavasibHvKa)
- AofaBaHHsA
BMPOGHUKA
NIALWOK CKASAHUX
TOB
«CKNAHHUN
AJNTBAHC»,




282

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

YkpaiHa. 3MmiHu |
TMny: 3miHn
o0
6e3nekn/ecexTn
BHOCTI Ta
thapmakoHarnag,
y (iHLWi 3MiHW).
3MiHW BHECEHO Y
TeKcT
MapKyBaHHS
nepBUHHOT (M.
11,17) Ta
BTOPWHHOT (.
11, 17) ynakosku
nNiKapcbKoro
3acoby.
BBefeHHs 3miH
NPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHS.
3MiHn | Tuny:
AAMiHiCTpaTUBHI
3MiHW.
BunyyeHHA
BMPOBHUYOT
OiNbHUL
(BK/THOYALOUM
OinbHUUI oNs
Adl,
MPOMiXXHOrO
npoaykTy abo
roToBOro
nNikapcbKoro
3acoby,
AinbHULU Ana
npoBefeHHs
nakyBaHHs,
BMPOGHMKA,
BignoBigasIbHOro
3a BUNyCK cepii,
micue
npoBefeHHs
KOHTPO/tO cepii)
abo
noctajyaibHuKa
BUXiQHOIO
marepiany,
peareHTy abo




n/n

Hasga
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH

Hasga
diroyoi
peyosuHuU

Koo
ATX

®opma surnycky
(nikapcbka

3asasHUK

283
Kpaina

Bupo6Huk

KpaiHa

mosaHa
Haszsa*

chopma,
ynakoska)

3asisBHU
Ka

BUPOOGHUKa

npoyedypa

[LOMOMDKHOT

PeecmpayjitiHa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3a3Ha4yeHo y
[0CbE)
BW/TYYEHHS
BMPOGHMKa AdPI
Kanito xnopug,
Kirsch Pharma
GmbH,
HimeuumnHa.
3aTBepaKeHwit
BMPOGHUK —
Macco
Organiques,
S.r.0., Yecbka
Pecny6nika.
3Mminuy | Tuny:
3MiHM 3 SIKOCTi.
[oToBWMIA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKkoro
3acoby. 3miHa 'y
MeToaax
BUNPOGYBaHHS
roToBOro
nikapcbkoro
3aco6y (iHLwi
3MiHM Yy MeTogax
BUNPOOYyBaHb
(BK/HOUAIOUM
3amiHy abo
[OMOBHEHHS)).
CynyTHSA 3MiHa:
3MiHK 3 SKOCTi.
[oToBWMIA
nikapcbkuii
3aci6. KoHTposib
roToBOro
NIKAPCbKOTO
3acoby. 3MiHa
napameTpis
cneuudikaui
Ta/abo
[0NyCTUMUX
MEX roTOBOro

niKapcbKoro

PeyoBUHY (SKLLO




284
Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3aco6y (iHLi
3MiHW) - 3MiHa B
MeToAax

KOHTpO/IIO Ta
CYNyTHS 3MiHa B
cneuudikauii 3a

MOKa3HUKOM
"KinbkicHe
BU3HAYEHHA "
Hatpito (S)-
nakrat — 3miHa
meToay 3
ONTUYHOT
cnekTpomeTpil

Ha metog BEPX.

3MiHu | TUny:
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKkoro
3acoby. 3miHa 'y
mMeTogax
BMNPOOYBaHHS
roToBOro
nNikapCcbKoro
3aco6y (iHLi
3MiHW Y MeTogax
BMNpobyBaHb
(BKNKOYaLOUM
3amiHy abo

[OOMOBHEHHS)).

CynyTHA 3MiHa:

3MiHK 3 SKOCTi.

[oToBwiA
nikapcbkuii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo
[OMyCTUMNX

MeX roToBOro

nikapcbKoro

3aco6y (iHLwi
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

3MiHK), 3MiHa B
meTofax
KOHTPO/IIO Ta
CYNyTHS 3MiHa B
cneuudpikauii 3a
MOKa3HNKOM
"KinbkicHe
BU3HAYEHHA "
Copbiton —
3amiHa meToay
TUTPYBaHHS Ha
meTtog BEPX.
3MiHu | TUny:
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbkoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo
[OMyCTUMNX
MeX roToBOro
nNikapcbKoro
3acoby
(8oNOBHEHHSA
cneumdikawii
HOBUM
NOKa3HWKOM 3
BiANOBIAHUM
MeToaoM
BUNPO6YBaHHs)
3MiHN B
cneuudikauii
N3, a came
[OMOBHEHHSA
HOBUM
NOKa3HUKOM -
laeHTucbikauisa
HaTtpito (Ph. Eur.
2.3.1 (peakuis
(@)). 3miHn |
TUny: 3MiHM 3
AKocTi. FoToBWMiA
nikapcbkuii

3aci6. 3MiHn y
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BMPOGHMWLTBI.
3MmiHa po3mipy
cepii
(BKNKOYaLOUM
AianasoH
po3wmipy cepii)
roToBOro
nNikapcbKoro
3aco6y (iHLwi
3MiHW)3MiHa
po3Mipy cepiii
rna3.
3arBepaKeHo:
4000 n, 8000 5.
3anponoHoBaHo:
MnAwka cknaHa:
900 n, 4000 n,
8000 5. MnAawka
nonimepHa:
1000 n, 2000 n,
4000 n, 8000 n,
12000 n1. 3miHn
Il Tvny: 3miHm 3
AKOCTI. FoTOBWMIA
nikapcbkuii
3aci6. Cucrtema
KOHTeliHep/3aKy
noproBasbHWA
3aci6. 3miHa y
NepBUHHIN
ynakoBLii
roToBOro
nNikapcbKoro
3acoby (Tvn
KOHTeliHepa abo
[0AaBaHHSA
HOBOrO
KOHTelHepa) -
CTrepusbHi
nikapcbki
3acobu Ta
nikapcbki
3acobu
6ionoriyHoro/imy
HOMOTIYHOro
NMOXOMKEHHS.
JopaBaHHA
YNaKoBKM B
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

KOHTeliHepax
nonimepHuX no
200 mn 1a 400
M/Y 3B'A3KY 3

[ofaBaHHAM
HOBOI AiNbHWL
BMPOGHMLTBA.
3MiHU BHECEHO

B po3gin

"Ynakoska" B

IHCTpYKLUito Ans
MeAn4YHOro
3acTocyBaHHs
Tay posgin 6.5

"Tun Ta BMIiCT

nepBUHHOI
ynakoBkun" B
KOpPOTKY
XapakTepucTuky
nikapcbKoro
3acoby y 3B'A3KY

3 fofaBaHHAM

HOBOrO
KOHTelHepa
(nnsAwkm
noniMepHi); s
Hacnigok -
3aTBEPAKEHHS
TEKCTy
MapKyBaHHS AN
HOBUX
KOHTelHepiB).
Pepakuisi B

Hakasi - no 200

M Ta 400 mn B
KOHTeliHepax
nosiMepHuX.

BipHa pegakuis -
no 200 mn Ta

400 mn B
nasLwKax
noaiMmepHnx

129.

POMIBAKAIHY
rAPOXNOPUL,
MOHOTIAPAT

Ropivacai
ne

ponisakaiH
y
rigpoxnop
nay
MOHoOrigpa
T

KpucTaniyHmii
MOPOLLIOK
(cy6eTaHuin) y
noABiliHMX
nonieTuIeHoBmX
naketax Asis

TOB "tOpisi-
dapm"”

YKkpaiHa

EAMOHS,
®APMA C.P.1I.

ITanisa

BHECEHHS 3MiH
ao
peecTpauiiHux
mMaTtepianis:
3MiHn | TUny -
3MiHM 3 SKOCTiI.

UA/19097/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
hapmaueBTUYHOT CepTudpikat

0 3aCTOCyBaHHsA signosigHocTi/l"

E-cepTtudpikart

BignoBigHOCTI

€Bponeiicbkili
hapmakonei/mo
Horpadii.
MogaHHA HOBOTO
abo OHOBIEHOTO

cepTudikaTa
BiANOBIAHOCTI
ab0o BUNyYEHHS

cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ona A®l; ana
BUXiQHOTO
martepiany/pear
EeHTY/NPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[0NOMKHOT
peyoBVHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBNEHWIA

yxe
3aTBEepKEHOT
BMPOGHUKA -

nofaHHs
OHOBJ/1EHOTO

Rev 04

342 - Rev O

€Bponeiicbki
hapmakonei Ne
CEP 2007-342 -

cepTtudikaT Big,

(0]

cepTudikata
BignoBigHOCTI

i

(3aTBEpAXKEHO:
R1-CEP 2007-

3).

YTOYHEHH

A
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

HanvucaHHs
aapecu
BMPOGHMKa AdPI.
Litova pepakuis
EAMOHA
®APMA C.P.J1.
CTPALA
CTATAJIE [EI
[KIOBI, 131
20037-
NAHAEPHO
AYTHAHO (MI),
ITanis EDMOND
PHARMA S.R.L.
STRADA
STATALE DEI
Glovl, 131
20037-
PADERNO
DUGNANO (Ml),
Italia
lMponoHoBaHa
pefakuis
EAMOHA
®APMA C.P.J1.
CTpaga
Cratane gei
[xiosi 131
ITanin-20037
MagepHo
[AyrHaHo,
MinaHo, Itanisa
EDMOND
PHARMA S.R.L.
Strada Statale
dei Giovi 131
Italy-20037
Paderno
Dugnano
Milano, Italy

130.

CANBBYTAMO
N-340POB'A

salbutamol

canbbyTa
mony
cynbat

RO3ACO
2

aepo3osnb Ans
iHranaujin,
[o30BaHuii, 100
MKr/go3sy, no 200
[03y 6asnoHi 3
KnanaHom
[03yH0UMM, 3
aKTyaTtopom

TOBAPUCT
BO 3
OBMEXEH
o]’
BIAMOBIJA
NBHICTIO
«KOPTOPA

Ly

Ykpaina

TOBAPNCTBO
3
OBMEXXEHOK
BIAMOBIAANBH
ICTIO
«KOPMOPALIA
«300POB’'A»

Ykpaina

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3Minu | TUny -
AAMiHICTpaTUBHI
3MiHW. 3MiHa
HaliMeHyBaHHs

3a
peyernmom

He
niosisieae

UA/21186/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

thapmaueBTnyHuM | «310POB’'A Ta/abo agpecu
ANs iHransauin 3 » micus
nMI03axNCHUM NpOoBaMKEHHS
KoBnaykom; no 1 LifNIbHOCTI
6asoHy 3 BMPOGHMKa/iMno
KnanaHom pTepa rotosoro
[03YH0UnM, 3 nikapcbKkoro
aKTyaTopom 3acoby,
chapmaueBTUYHNM BK/IHOHAI0UM
Ans iHranauii 3 LinbHUU
NNN03axNCHUM BUMNYCKY cepil
KOBMNA4KoM Y abo micue
KOpo6bLi 3 KapTOHY npoBefeHHs

KOHTPO/0

AKOCTI.

([isnbHICTB, 3a
AKy Bignosigae
BMPOGHMK/iMNop
Tep, BKOYaoun
BUMYCK Cepiid).
3miHa
HaliMeHyBaHHs
BMPOGHUKA
nNikapcbKoro
3acoby 3
TosapucTsa 3
06MEXEHOI0
BiANOBiAa/IbHICT
0
«dapmaLeBTUYH
a KoMnais
«30pOB’A» Ha
TOBAPUNCTBO
3
OBMEXXEHORO
BIANOBIAABbH
ICTHO
«KOPMOPALJIA
«3[00POB’'SA».
Appeca
BMPOGHUYOT
LiNbHUL Ta BCi
BMPOGHUYI
onepaduji
3a/MwaTbCA
HEe3MiHHUMMU.
3MiHU BHECEHO
B IHCTPYKL,it0
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
AN Megn4Horo
3acToCyBaHHsA
nNiKapcbKoro
3acoby y po3gin
«BUPOBHMK».
BignoBigHi 3miHn
BHECEHi B TEKCT
MapKyBaHHS
yrakoBKu
nikapcbkoro
3acoby.
131. | CUHIYNAP® monteluka | MoHTenyk RO3DCO | Tabnetkn OpraHoH LBerua Brpo6HMK Benwuka BHECEHHS 3MiH 3a UA/10208/01/01
st acT 3 XyBaJlbHi N0 4 Mr; CeHTpan Ict pis Hepo3ghacoBaHo BpuTaHisa/ 0o peuyenmom
HaTpito no 14 tabnetok y M6X T npoayku,i, Higepnaxngn peecTpauinHnx
6nictepi; no 2 nepBuHHA Ta / Benbris Marepianis:
6nictepu B BTOPWHHA 3MiHu | TNy -
KapTOHHI kopooL;j ynakoBKa, 3MiHM 3 SIKOCTi.
KOHTPO/Ib SIKOCTI: CepTtudikar
OpraHoH ®apma BignosigHocTi/l
(UK) Nimiten, E-cepTudpikat
Benvka BignoBigHOCTI
BputaHis; €Bponeiicbkili
MepBrHHaA Ta hapmakonei/mo
BTOPUHHA Horpadii.
ynakoBka, MogaHHA HOBOrO
KOHTPO/Ib SIKOCTI, abo oHOBNEHOrO
[03BiN Ha cepTudikata
BUNYyCK cepil: BignoBigHOCTI
Mepk LWapn i a60 BUSTyYEHHS
[loym B.B., cepTudpikata
HigepnaHaw; BignoBigHOCTI
KoHTposb €Bponencbkil
SKOCTi, [103BIN thapmakonei:
Ha BUMYyCK cepii: ona A®l; ana
OpraHoH XelicT BUXifHOTO

6B, benebris

matepiany/pear
EeHTY/NPOMDKHOT
0 MPOAYKTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHNLITBI
A®l; ana
[LOMOMDKHOT
peyoBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecokiin
hapmakonei) -
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

HoBuii
cepTudikaT Big
HOBOrO
BMPOOHUKA
(3amiHa abo
[ONOBHEHHS)
nofjaHHA HOBOTO
ceptudikata
BignoBigHOCTI
€Bponeicbkili
hapmakonei Ne
R1-CEP 2014-
115-Rev 01 ansa
Ad|
MOHTe/NyKacTty
HaTpito Big
HOBOrO
anbTepHaTUBHOT
0 BMPOGHUKa
Zhejiang Tianyu
Pharmaceutical
Co., Ltd.
(China).
OHoBneHI
meToau
KOHTPOJIH0 SIKOCTI
nNikapCcbKoro
3acoby (eCTD
Bepcis 0000).

132.

CUHIYNAP®

monteluka
st

MOHTeNyK
act
HaTpito

R0O3DCO
3

TabneTkn
XyBasibHi N0 5 wr;
no 14 TabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

OpraHoH
CeHTpaui IcT
M6X

LLiBelina
pis

Brpo6HMK
Hepo3dhacoBaHo
T npoayku,i,
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/Tb AKOCTI:
OpraHoH dapma
(UK) Nimitea,
Benuka
BpuTaHis;
MepBuHHA Ta
BTOPUHHA
ynakoBka,
KOHTPO/Ib SIKOCTI,
[03BiN Ha
BUNYyCK cepil:
Mepk Wapn i
Joywm B.B.,

Benuka
BpuTaHisa/
Higepnaxngn
/ Benbris

BHECEHHS 3MiH
no
peecTpaviiHnx
Marepianis:
3MiHu | TNy -
3MiHM 3 SKOCTi.
CepTtudikat
BignosigHocTi/l
E-cepTtudikart
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.
MNogaHHA HOBOrO
ab0 OHOB/IEHOTO
cepTudpikata
BignoBigHOCTI
ab0o BUNyYeHHsS
ceptudpikata

3a
peyenmom

UA/10208/01/02




Hassa

Koo

®opma sunycky

3assHUK

293
Kpaina
3as8HU

Kpaina

Bupo6Huk
BUPOGHUKa

PeecmpauitiHa
npoyeodypa

Bionycky

Ymosu

Peknamys
aHHS**

Homep
peecmpayiiiHo
20
nocsioyeHHs1

n/n

Hassa
JliKapCcbKO20
3acoby

MixxHapoo

HenameH
mosaHa
Hassa*

Ha diroyoi
pe4osuHU

ATX

(nikapcbka

ynaxoska)

thopma,

Ka

HigepnaHaw,;
KoHTposb

BiAANOBIAHOCTI
€Bponeicbkiii

TOB «MIBE

AKOCTI, [03BiN
Ha BUNyCK cepii:
OpraHoH XeficTt
6B, benbria

Mi6e Mm6X

YKpaiHa

chapmakonei:
ana Aol; ans
BUXIQHOTO
marepiasy/pear
eHTY/NPOMKHOT
0 NPOAYKTY, L0
BMKOPWCTOBYOTb
cay
BUPOGHULITBI
A®l; ona
[LOMOMDKHOT
peyYoBUHN
(cepTudpikat
BiZNOBIAHOCTI
€Bponeichbkii
thapmakone) -
HoBwi
cepTudikart Big,
HOBOTO
BUPOGHMKaA
(3amiHa abo
[OMOBHEHHS)
noAaHHA HOBOro
cepTudgpikata
BifnoBigHOCTI
€Bponecbkiii
papmakonei Ne
R1-CEP 2014-
115-Rev 01 ansa
AdI
MOHTEeNyKacTy
HaTpilo Bif,
HOBOrO

0 BUPOGHMKa
Zhejiang Tianyu
Pharmaceutical

Co., Ltd.
(China).
OHoOB/EHiI
MeToau

nNikapcbKoro

Bepcisi 0000).

a/ibTepHaTUBHOI

KOHTPOJIHO AKOCTI

3acoby (eCTD

HimeyunHa

BHECEHHS 3MiH

3a

UA/10254/03/01

133.

COJEPM® betametha

beTameTa

D07ACO

kpem 0,1 %, no 25
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

sone

30HY
Basiepar

r,50ryTy6i, no 1
Ty6i B KQPTOHHIl
nauui

YKPAIHA»

ApuHaiimiTTens

ao
peecTpauinHux
Marepianis:
3MiHu | TNy -
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbkoro
3acoby. 3miHa 'y
mMeTogax
BMNPOOYBaHHS
roToBOro
nNiKapcbKoro
3acoby
(He3HayHa 3miHa
y 3aTBEPMKEHNX
mMeToaax
BUNPOOYBaHHSA)
BHeceHHs 3MiH y
mMeToaax
BMNPOBYBaHHSA
roToBOro
nikapcbKkoro
3acoby 3a n.
«B’askicTb», a
came 3aMiHa
BiCKO3MMeTpa
yepes
NPUNUHEHHA
nigTPUMKN
iCHyt04Oro
BUNpo6YyBasibHOT
0 061afHaHHS.
3MiHn
BHOCHATHCS B
po3ainu gocke
3.2.P.5.1 and
3.2.P.5.2.

peyenmom

134.

TA®DIH/TAP®

dabrafenib

nabpadeH
i6y (y
dopmi
nabpadeH
i6y
mMesnniaTty)

LO1ECO
2

Kancynm Teepgi no
50 wr; no 120
Kancyny
dhnakoHax

HosapTic
dapma Al

Lselina
pis

BVPOGHVK ANs
nakyBaHHS Ta
BMNYCKY cepil:
nakco
Bennkom C.A.,
IcnaHis;
BVPOGHMK
Hepo3diacoBaHo

Icnanis/
Benvka
BpuTaHisa/
CnoBeHis

BHECEHHS 3MiH
no
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHUM 3 AKOCTI.
Adl.
Brnpo6bHMUTBO.

3a
peyernmom

UA/14420/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
T npoAykuii: 3mMiHa
nakco BMPOGHMKA
OnepeiiwHc FOK BMXigHOro/npomi
NimiTen, Benvka YKHOrO
BputaHis; npoaykty/peare
albTepHaTMBHa HTY, WO
AinbHWUS BUKOPVCTOBYIOTb
BiAgnoBigasibHa cay
3a BMPOGHMLUTBO BMPOGHNYOMY
Hepo3dhacoBaHo npoueci Adl,
T npoAaykuji Ta abo 3miHa
KOHTPOJIb SIKOCTI: BMPOGHMKa
3ircppig, (BKNovatouu, ae
Bap6epa C./1., HeobxigHo,
Icnanis; micue
KOHTPO/b IKOCTI npoBefeHHs
(4acTkoBWUIA): KOHTPO0
Nexk akocTi) APl (3a
PapmacboTuKas BifiCYTHOCTI
ca.n., cepTudikata
CnoBeHis; BignoBigHOCTI
BMPOGHULITBO, €Bponeiicbkili
nepBuHHe Ta thapmakonei y
BTOPVIHHE 3aTBepMHKEHOMY
nakyBaHHs, [0CbE)(3MiHM 10
KOHTPO/Ib SAKOCTi 3axofis,
(4acTkoBwiA), NoB'sA3aHNX 3
BUNYCK cepil: KOHTponem Adl,
HosaprTic abo gogaBaHHA
dapmacboTHKas LinbHUUi, ae
MaHydakTypiHr npoBOAUTLCA
NNC, CnoseHis KOHTPO/b/BUNPO
6yBaHHs cepii)
BBEEHHS
Novartis
Pharmaceutical
Manufacturing
LLC, Slovenia B
AKOCTI
a/lbTepPHaATUBHOT
AinbHUL,
BigNoBigasIbHOI
3a KOHTPO/b
AKOCTI Aitoyol
peyoBVHN
nabpacpeHioy
mesunary.

3MiHu | TUny -
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3MiHM 3 SKOCTi.
AdL.
Bnpo6HMUTBO.
3MiHa
BMPOGHUKA
BMXigHOro/npomi
XXHOTo
npoaykty/peare
HTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHNYOMY
npoueci Adl,
abo 3miHa
BMPOGHMKaA
(BKNovatouu, ae
Heob6XiaHo,
micue
npoBefeHHs
KOHTPO/0
akocTi) APl (3a
BifiCYTHOCTI
ceptudikata
BignoBigHOCTI
€Bponeicbkili
thapmakonei 'y
3aTBepMHKEHOMY
pocbe)(iHwWi
3MiHW).
JopaBaHHA
Novartis
Pharmaceutical
Manufacturing
LLC, Slovenia B
AKOCTI
a/ibTepHaTUBHOT
OinbHNUI,
BiANOBIga/IbHOT
3a BUPOGHNUI
npouecw Aityoi
peyoBUHN
AabpadpeHiby
me3unary.
3Minn | Tuny -
3MiHK 3 SKOCTi.
A®I. KoHTponb
Adl. 3miHa y
napameTpax




BU3HAYEHUX Y
cneuudikavisx
Ha A®l, abo
BUXigHWA/Npomi
XHWIA
npoayKT/peareHT
, Lo
BUKOPVCTOBYIOTb
cA 'y npoueci
BMPOGHMLITBA
A®| (iHWi 3MiHW).
3MiHu oo
cneuudikaui
ans
eTunauerary Ta
BOAM,
3acTocoBaHi Ha
HOBIl AiNbHUL.
3Minn | Tuny -
3MiHK 3 SKOCTi.
A®I. KoHTponb
Adl. 3miHa y
mMeTogax
BMNPOOYBaHHS
Adl abo
BUXiQHOTO
marepiany/npom
DKHOro
npogaykTy/peare
HTY, WO
BUKOPVCTOBYETb
cA 'y npoueci
BMPOGHMLITBA
AD| (HesHauHI
3MiHW Y
3aTBEPAKEHNX
MeToaax
BUNPOOYBaHHS)
He3HauHi 3MiHu
B MeTofi
BU3HAYEHHS

[OMILLOK ANs

BMICTY CYMNyTHiX

NPOMIXXHOTO

297
Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
cneuudikayii
Ta/abo
[0NyCTUMUX
MEX,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
npoaykTy,
BUIOTOB/IEHOTO

Ha cTagii 1, a
came 3MiHuAn
Temneparypy
KosioHkn BEPX
i343°C po 41°C,
a ans
MPOMiXXHOrO
NpOAyKTY,
BUIOTOB/IEHOTO
Ha cTagji 3,
3MiHUN
[OBXUHY XBUAI
[eTeKTyBaHHs i3
224 Hm po 228
HM, LLO
BUKOPVCTOBYIOTb
cA 'y npoueci
BMPOGHMLITBA
aitoyoi
peyoBVHN
nabpacpeHiby
me3unary.
3MiHu | TNy -
3MiHK 3 SKOCTi.
AdL.
Brvpo6HuuTBO.
3MiHM B npoveci
BMPOGHMLITBA
APl (He3HauHa
3MiHa y npoueci
BMPOGHMLITBA
A®I) He3HaYHi
3MiHM B NpOLECi
BMPOGHMLITBA
Ad|
nabpacpeHiby
mesunarty (Big
BMpPOOHUKa
Novartis
Menges), a
cave
36iNbLUEHHSA
BUXOAY
NPOMIXXHOro
NpoAyKTy
GSK2048427A
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n/n

Hassa
JliKapcbKo20
3acoby

Mi)xxHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

(cTtapja 1) Ta
AabpadeHidy
mesunary
(cTagia 4);
36iNbLUEHHS
06’emy
NPOMUBaHHSA
rigpokcnay
aMOHito, Lo
BUKOPVCTOBYETb
€A B npoveci
BMPOGHMLTBA Ha
cTagji 3, 3
BiANOBIAHUM
36i/IbLLEHHAM
BEPXHBLOT
[onycTumoi
mexi.
BupaneHHs
nMTOMOI eHepril
AK KPUTUYHOTO
napaveTpy
cragii
MiKpOHi3au,i.
3Minn | Tuny -
3MiHK 3 SKOCTi.
A®l. Cuctema
KOHTeliHep/3akKy
noproBasIbHWA
3aci6. 3miHa y
6e3nocepeHii
ynakosLi A®|
(AkicHi Ta/abo
KiNIbKICHI 3MiHK
cknagy).
JopaBaHHA
nonieTNeHoBUxX
nakerTiB, sKi
BUKOPVCTOBYIOTb
cA AK NepBUHHA
ynakoBka A5l
NiKapCbKOi
PeyoBMHN Ha
NpOonoHoBaHil
OiNbHUL, WO He
MICTATb
aHTUCTaTUYHOIO
areHTa 3
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep

n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo

3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BUKOPVCTaHHAM
aHTUcTaTUKa 3a
notpeom.

135. | TA®IH/IAP® dabrafenib | pabpadeH | LOLECO | kancynu TBepAi no Hosapric LBeiiua BUPOGHWK ANns IcnaHis/ BHECEHHS 3MiH 3a UA/14420/01/02
iy (y 2 75 wr, no 120 Papma Al pis nakyBaHHA Ta Benuka o peyenmom
chopmi Kancyny BUMYCKY Cepii: BputaHia/ peecTpauiiHux
nabpadeH donakoHax [nakco CnoseHisa mMaTtepianis:
i6y Bennkom C.A,, 3Minn | Tuny -
me3unaTty) Icnanis; 3MiHM 3 SKOCTi.

BUPOBHMK ADL.
Hepo3cacosaHo Bnpo6HMLTBO.
T npoayKu;i: 3miHa
nakco BUPOGHMKaA
OnepeiiwHc FOK BMXigHOro/npomi
NimiTen, Benvka YKHOTO
BpuTaHis; npoaykty/peare
anbTepHaTMBHa HTY, WO
AinbHWUA BUKOPVCTOBYIOTb
BignosiganbHa cay
3a BUPOGHMLTBO BMPOGHNYOMY
Hepo3dacoBaHo npoueci Adl,
T npoAykuii Ta abo 3MiHa
KOHTPO/Ib SIKOCTI: BMPOGHMKA
3irdpig, (Brtovatoun, ae
Bap6epa C.J1., Heob6XiHo,
Icnanis; micue
KOHTPO/Ib IKOCTI npoBefeHHs
(4acTkoBUiA): KOHTPO/O
Nex akocTi) APl (3a
dapmacbloTKas BiICYTHOCTI
ca.n., ceptudikaTa
CnoseHis; BiANOBIAHOCTI
BMPOGHMLITBO, €Bponeicbkili
nepBuHHe Ta thapmakonei y
BTOPUHHE 3aTBEPKEHOMY
nakyBaHHs, [ocbe)(3MiHM [0
KOHTPO/1b SIKOCTI 3axopis,
(vacTkoBuif), NnoB'A3aHunX 3
BMMYCK Cepil: KOHTponem Adl,
Hosapric abo fofaBaHHA
PapmacboTnKaUl OinbHWLj, fe
MaHyhakTypiHr NpoBOANTLCS
NNC, CnoseHis KOHTPO/1b/BUNPO
6yBaHHs cepii)
BBEEHHS
Novartis
Pharmaceutical

Manufacturing
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

LLC, Slovenia B
AKOCTI
a/lbTepHaTUBHOI
OinbHNUI,
BiANOBIAa/IbHOT
3a KOHTPO/b
AKOCTI Aitoyoi
peyoBUHN
AabpadpeHiby
me3unary.
3MiHn | Tuny -
3MiHK 3 SKOCTi.
AdL.
Bnpo6HMLTBO.
3miHa
BMpOOHUKa
BMXigHOro/npomi
XHOTo
npogaykTy/peare
HTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHNYOMY
npoueci Adl,
abo 3miHa
BMPOGHUKA
(Brtovatoun, ae
HeobxiaHo,
micue
npoBefeHHs
KOHTPO/0
akocTi) APl (3a
BiICYTHOCTI
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei y
3aTBEPKEHOMY
pocbe)(iHwWi
3MiHW).
JopaBaHHA
Novartis
Pharmaceutical
Manufacturing
LLC, Slovenia B
AKOCTI
a/lbTepHaTUBHOT

OinbHUUI,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

BignoBigasnbHOI
3a BMPOGHMYI
npowecw gitouoi
peyoBVHN
nabpacpeHiby
me3unary.
3MiHu | TNy -
3MiHK 3 SKOCTi.
A®|. KoHTposb
A®l. 3miHa y
napameTpax
cneuudikauin
Ta/abo
[0MyCTUMNX
Mex,
BU3HAYEHUX Y
cneuudikavisx
Ha A®l, abo
BUXigHWiA/Npomi
XHUIA
npoaykT/peareHTt
, o
BUKOPVCTOBYIOTb
cA 'y npoueci
BMPOGHMLITBA
ADI (iHWi 3MiHN).
3MiHM go
cneuudikayii
ans
eTunayerary Ta
BOAM,
3aCTOCOBaHi Ha
HOBI AiNbHNLL.
3MiHu | TNy -
3MiHK 3 SKOCTi.
A®|. KoHTposb
A®l. 3miHa y
MeToaax
BMNPOOYBaHHS
A®l abo
BUXifHOTO
marepiany/npom
DKHOrO
npoaykty/peare
HTY, WO
BUKOPVCTOBYETb
cA 'y npoueci

BMPO6GHMLTBA
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Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

A®I (He3HaYHi
3MiHW Y
3aTBEPAKEHNX
mMeToaax
BUNPOOYBaHHSA)
He3HauHi 3MiHu
B MeToji
BWU3HAYEHHS
BMICTY CYMyTHIX
[OOMILLOK An1s
NMPOMIXHOro
NPOAyKTY,
BUrOTOB/IEHOrO
Ha cTagii 1, a
came 3mMiH1In
Temneparypy
KosioHkn BEPX
i3 43°C po 41°C,
a ans
NMPOMIXHOro
NPOAYKTY,
BUrOTOB/IEHOrO
Ha cTagji 3,
3MiHUN
[OOBXVHY XBWUI
[eTeKTyBaHHS i3
224 Hm po 228
HM, WO
BUKOPVCTOBYIOTb
cA 'y npoueci
BMPOGHMLITBA
aitoyoi
peyoBVHN
nabpacpeHioy
mesunary.
3Mminu | Tuny -
3MiHM 3 SKOCTi.
AdL.
Bnpo6HMUTBO.
3MiHM B npoveci
BMPOGHMLITBA
A®| (He3HauHa
3MiHa y npoueci
BMPOGHMLITBA
A®I) He3HauHI
3MiHM B NpoLeci
BMPOGHMLITBA
Ad|
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BiOnMycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

nabpacpeHioy
mesunarty (sif
BMPOGHMKaA
Novartis
Menges), a
cavie
36iNbLUEHHSA
BMXoay
MPOMiXXHOrO
NpoayKTy
GSK2048427A
(cTagisa 1) Ta
nabpacpeHioy
mesunaty
(cTagisa 4);
36iNbLUEHHSA
06’emy
NPOMUBaHHSA
rigpokcuay
amoHito, Lo
BUKOPVCTOBYETb
Cs B NpoLeCi
BMPOGHMLITBA Ha
cTagji 3,3
BigNoBigHWUM
36iNbLUEHHAM
BEPXHbLOT
[onycTumor
MeXi.
BuganeHHs
NUTOMOI eHepril
AK KPUTUYHOTO
napameTpy
cragji
MiKpOHi3aLii.
3MiHun | TUnY -
3MiHM 3 SKOCTi.
A®l. Cuctema
KOHTeliHep/3aKy
noproBasbHWiA
3aci6. 3miHa y
6e3nocepeHii
ynakosui Adl
(AkicHi Ta/abo
KiNIbKICHI 3MiHW
cknagy).
JopaBaHHA
nonieTNEHOBUX
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
nakeriB, SKi
BUKOPVCTOBYIOTb
CA AK NepBrHHA
ynakoBka a5
nikapcbkoi
PeyoBMHN Ha
NpPOMOHOBaHiIl
AiNbHUL, WO He
MICTATb
aHTUCTaTUYHOrO
areHTa 3
BUKOPVCTaHHAM
aHTMCTaTUKa 3a
notpeéwm.
136. | TEPANIB® naproxen HanpokceH | MO1AEO | TabneTku, BKpUTI Baiiep LBerua Baiiep Himeuunna BHECEHHS 3MiH 6e3 UA/19482/01/01
HaTpito 2 NNiBKOBOIO KoHcblomep pis Bittepdenss 0o peyenma
060/10HKOI0, N0 Kep Al vM6X peecTpauinHnx
220 wr; no 12 Marepianis:
Tabnetoky 3MiHu | TUny -
6nictepi; no 1 3MiHuM 3 SIKOCTi.
6nictepy B AdI.

KapTOHHI Kopo6Lyi

CrabifbHICTb.
3miHa nepiogy
NMOBTOPHYUX
BMNpPO6YBaHb/ne
piogy
36epiraHHa abo
YyMOB 36epiraHHs
AdI| (3a
BiAICYTHOCTi y
3aTBEPAKEHOMY
[0Cbe
cepTudpikata
BignoBigHOCTI
€Bponecokiin
thapmakonei, Lo
BKJ/IIOYAE Nepiog,
NOBTOPHOTO
BUNPOOYBaHHs)
(nepiog
NOBTOPHOTO
BMNpobyBaHHA/N
epiog,
36epiraHHs) -
36inbLeHHs abo
BBEJEHHS
nepiogy
NOBTOPHOTO
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BUNpPo6YBaHHA/N
epiogy
36epiraHHA Ha
OCHOBI
pesynbTaTiB
OOCTiKEeHb y
peasibHOMYy Haci
- 36inbLIeHHsA
nepiogy
NOBTOPHOTO
BMNPOBYBaHHSA
A®| HanpokceH
HaTpito Ha
OCHOBI
pe3ynbTaTiB
nocnimpxkeHb y
peanbHOMy yaci.
Takox
OHOBJIIOETLCA
po3gin 3.2.5.4.4
AHnanis cepiit, y
3B'A3KY
BUTYYEHHS
nokasHuka
"BadkKi meTann”.
[itoya pepakuis:
Mepiog,
NOBTOPHOTO
BUNPOBYBaHHS.
36 micAuis
lMponoHoBaHa
peaakuis:
Mepiog,
NOBTOPHOTO
BUNPOBYBaHHS.
60 micsuiB

137.

TMMornosyni
H®

Antithymo
cyte
immunogl|
obulin
(rabbit)

iMmyHOrno6
yAiH NpoTK
TUMOUUTIB
NOANHN

Kpossivoro

LO4AAQ

niochinizoBaHuii
MOPOLLOK A5
NpUroTyBaHHs
KOHLeHTpaty Ans
PO3UnHYy AnA
iHcpy3iii no 25 wr;
Ne 1: no 1
hakoHy B
KapTOHHI KopooLyi

CaHodpi B.B.

Higepna
HAM

BUPOGHMLTBO
Hepo3cacosaHo
ro NpoAykKTy,
[03BiN Ha
BWMNYCK Cepil:
CaHodpi BiHTpon
IHaacTpia,
®paHuis;
nepBuHHA Ta
BTOPVHHA
ynakoBka,
[03BiN Ha

PpaHuis/
IpnaHgis

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
AJMiHICTpaTMBHI
3MiHW. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecu
Micus
NPOBaXEHHS
LisIbHOCTI

3a
peyenmom

UA/15575/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BUNYCK cepil:
[oxeHsalim
Ipnang Nimites,
Ipnangis

BMPOOHUKA
(BKtOUatouK, 3a
HeoObXiAHOCTI,
micue
npoBeeHHs
KOHTPO/O
SIKOCTi), abo
B/1ACHUKA
macTtep-aiina
Ha A®l, abo
nocrayanbHuKa
Adl/BnxigHoro
martepiany/pear
EeHTY/NPOMiXHOT
0 NPOAYKTY, L0
3aCTOCOBYIOTbCA
y BUPOGHULTBI
A®I (akwo
3a3HayveHo y
[l0CbE Ha
nikapcbknii
3acib) 3a
BiICYTHOCTI
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEPAKEHOMY
nocbe, abo
BMPOGHMKaA
HoBOI
[0NOMDKHOT
PEYOBUHY (SIKLLO
3a3HayveHo y
[0CbE)
OHoBieHHsA
iHbopmauit
o0
noctajyaibHuKa
Kponayor
cMpoBaTky, Wo
BUKOPVCTOBYETb
cay
BMPOGHULITBI
F'N3. Aitoua
pejakuis:
Kaneka
Eurogentec
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

Marloie,Rue du
Point du Jour 8
6900 Marche-
en-Famenne
Belgium
[MponoHoBaHa
pepakuis: CER
groupe Marloie,
Rue du Point du
Jour 8 6900
Marche-en-
Famenne
Belgium. 3miHn |
™ny -
AnMiHiCTpaTmBHI
3MiHW. 3MiHa
HaliMeHyBaHHsI
Ta/abo agpecwu
Micus
NpOoBaKEHHS
LisNIbHOCTI
BMPOOHUKA
(BKtOUatoum, 3a
HeoObXiAHOCTI,
micue
npoBefeHHs
KOHTPO/O
SIKOCTi), abo
B/1ACHUKA
macTtep-aiina
Ha A®l, abo
nocrayanbHuKa
Adl/BnxigHoro
martepiany/pear
EeHTY/NPOMIXHOT
0 NPOAYKTY, L0
3aCTOCOBYIOTbCA
y BUPOGHULTBI
A®I (akwo
3a3HayveHo y
[0CbE Ha
nikapcbknii
3acib) 3a
BiICYTHOCTI
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
dpapmakonei y




309

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3aTBEPAKEHOMY
nocbe, abo
BMPOGHMKaA
HOBOT
[0NOMDKHOT
PEYOBUHY (SIKLLO
3a3HayveHo y
bocbe) 3miHa
Ha3Bu
ropnanyHoT
ocobu 3 Sanofi
Pasteur, France
Ha Sanofi
Winthrop
Industrie,
France. 3miHa
HOCUTb CYTO
aAMiHicTpaTBH
niA XxapakTep i He
nepegb6avae
XOOHUX 3MiH Y
MicLe3Haxomxe
HHI AinbHAL, 1T
doyHKUiAX abo
BignosiganbHOCT
i.
[itoua pepaxkuis:
Sanofi-Pasteur
1541, avenue
Marcel Merieux
69280 Marcy
L'Etoile France
[MponoHoBaHa
pepakuis: Sanofi
Winthrop
Industrie 1541,
avenue Marcel
Merieux 69280
Marcy L'Etoile
France

138.

TOBPUHEKCT
KOMBI

Dexameth
asone and
antiinfectiv
es

To6pamium
HTa
fekcameT
asoH

S01CA0
1

Kpanni oOuHi,
cycneHsisi no 5 mn
cycneHsii y
hakoHi-
KpanenbHuui, no 1
donakoHy-
KpanenbHuui y
KapTOHHI Kopobui

Hekctchapm
rM6X

Pecnybn
iKa
ABCTpist

PA®APM CA

Ipeuis

BHECEHHS 3MiH
no
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHUM 3 AKOCTI.
CepTtudikar
BignosigHocTi/l

3a
peyernmom

UA/17537/01/01




MixHapod

Hassa

Koo
ATX

dopma sunycky
(nikapcbka

3assHuUK

310
KpaiHa
3asiBHU

Ka

Bupo6HuK

KpaiHa
BUPOGHUKa

Ymosu

PeecmpayitiHa
Bionycky

npoyeoypa

Peknamys
AHHST**

Homep
peecmpayitiHo
20

nocsioyeHHs

n/n

Hassa
AliKapcpKo20
3aco6y

Ha
HernameH
mosaHa
Hassa*

diroyoi
peyosuHU

c¢hopma,
ynakoska)

E-cepTudpikat
BiANOBIAHOCTI
€Bponeicbkiii
thapmakonei/mo

Horpacbii.

MoAaHHsA HOBOTO
ab0 OHOBJ/IEHOTO
cepTudikata
BifNOBIAHOCTI
abo BU/yYEHHs
cepTudikata
BifNOBIAHOCTI
€Bponelicbkili
chapmakonei:
ona Aol; ans
BUXIiHOrO
matepiany/pear
eHTy/NpoMmixXHOT
0 MPOAYKTY, WO
BUKOPNCTOBYHOTH
cay
BMPOGHNLTBI
A®l; ans
[IOMOMKHO
PEYOBMHY
(cepTudhikat
Bi4NOBIAHOCTI
€Bponeichbkiii
thapmakonet) -
OHOB/EHMWI
cepTudikar Big
yxe
3aTBEPKEHOTO
BUPOGHMKA.
MogaHHs
OHOBJ/IEHOIO
cepTudikata
BigNoBIAHOCTI
€Bponeicbkiii
thapmakonei Ne
CEP 1996-019 -
Rev 09
(3aTBEpAKEHO:
R1-CEP 1996-
019-Rev 08) ans
aitovor
pevoBuHN

Dexamethasone
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
Bif, BXe
3aTBEPIKEHOrO
BMPOGHMKaA

Euroapi France.

3Minn | Tuny -

3MiHM 3 SKOCTi.

Ceptudpikat

signosigHocTi/l"
E-cepTtudpikart
BignoBigHOCTI
€Bponeiicbkili
hapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudikaTa
BiANOBIAHOCTI
ab0o BUNyYEHHS
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ona A®l; ana
BUXiQHOTO
martepiany/pear
EeHTY/NPOMIXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[0NOMDKHOT
peyoBVHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBNEHWIA
cepTtudikaT Big,
yxe
3aTBEPKEHOr0
BMPOGHMKa.
MojaHHA
OHOBJIEHOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili

cdhapmakonei Neo
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

CEP 2019-036-
Rev 01
(3aTBEpAXKEHO:
RO-CEP 2019-
036-Rev 00) ans
aitoyoi
peyoBVHN
Tobramycin Big,
BXe
3aTBEPAKEHOrO
BMPOGHUKA
CHONGQING
DAXIN
PHARMACEUTI
CAL CO,, LTD.,
China. 3miHu |
TMny - 3MiHu 3
AKOCTI.
CepTudpikat
signosigHocTi/l"
E-cepTtudpikart
BignoBigHOCTI
€Bponeiicbkili
hapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudikaTa
BiANOBIAHOCTI
abo BUNyYEHHS
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ona A®l; ana
BUXiQHOTO
martepiany/pear
EeHTY/NPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[0NOMKHOT
peyoBVHN
(cepTudhikat
BiANOBIAHOCTI
€Bponechkiin
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

thapmakonei) -
OHoBNEHWIA
cepTtudikaT Big,
yxe
3aTBEPAKEHOTO
BMPOGHMKa.
MopjaHHA
OHOBJ/1EHOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
hapmakonei Ne
CEP 2019-036-
Rev 02 gnsa
aitoyoi
peyoBVHN
Tobramycin Big,
BXe
3aTBEPAKEHOr0
BMPOGHMKA
CHONGQING
DAXIN
PHARMACEUTI
CAL CO., LTD,,
China.

139.

TOXEO
COJIOCTAP

insulin
glargine

iHCyniH
rnaprid

A10AEO
4

PO34MH AN
iH'ekuin, 300
Op./mn; Ne 1, Ne 3,
Ne 5:no 1,5 mny
KapTpuaxi,
BMOHTOBaHOMY B
0fIHOpa3oBy
LUMPWL-PYYKY; MO
1, 3 a6o 5 wnpuu-
PYYOK B KAPTOHHIl
KopooLi

CaHodi-
ABeHTIiC
Loiunang
6X

Himeyun
Ha

CaHodi-ABeHTiC
[oitunang MrmeX

HimeyunHa

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHM 3 SKOCTI.
[oToBMIA
nikapcbknii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3aco06y (iHLwi
3MiHW).
MNepeknag MKA
3 pocilicbKol
MOBM Ha
YKpaiHCbKy MOBY
ans
npYBeAeHHs y
BiANOBIAHICTb i3
BMMOramm
YMHHOI pegakuii
Hakazy MO3

3a
peyernmom

He
niosisieae

UA/14720/01/01




314

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

Ykpainn Ne 426
Bif 26.08.2005,
BK/IHOHAI0UM
pefakuinHi
Y3TODKEHHS.
3Mminu | Tuny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnag,
y (iHWi 3MiHW).
3MiHV BHECEHO
B IHCTPYKL0
ANna MeAnyHoro
3acToCyBaHHSA
nikapcbkoro
3acoby, a came
L0[aHO po3Ainn
"3asABHUK" Ta
"MicuesHaxopxe
HHA 3aABHUKA" 3
BigNoBigHUMUN
3MiHaMu B TEKCTi
MapKyBaHHS
ynaKkoBoK, a
came:yn. 11
TeKCTy
MapKyBaHHS
BTOPVHHOI
yrakoBKu
nikapcbKkoro
3acoby. Takox
3MiHV BHECEHO Y
n. 3, 16 Tekcty
MapKyBaHHS
BTOPUHHOT
yNaKkoBKM.
BBefieHHs 3miH
NPOTArom 6-Tn
Micauis nicnsa
3aTBEPKEHHSA

140.

TPA30/IOH MC

trazodone

TPa3oAoHy
rigpoxnop
na

NOG6AX0
5

Tabnetkn no 50
mr, no 10
Tabnetoky
6nictepi, no 3
6nictepn y
KapTOHHI Kopo6Lyi

Megokemi
Nimiteq

Kinp

BMPOGHMLITBO,
KOHTPO/Tb AKOCTI,
BWMNYCK Cepil:
dapmaveBTiL
AHaniTiLL
Nab6opaTopiym
[yiseH B.B.,

HigepnaHngu
/ Kinp

BHECEHHS 3MiH
no
peecTpauiiHnx
Marepianis:
3MiHu | TNy -
AOMiHICTpaTMBHI
3MiHW. 3MiHa

3a
peyenmom

UA/18391/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
HigepnaHgy; HaiMeHyBaHHsI
Ta/abo agpecu
nepBuHHE Ta 3asBHUKA
BTOPVHHE (BnacHuka
nakyBaHHs1, peecTpaLjiiHoro
KOHTPO/Ib SIKOCTI, NoCBiJYEHHS).
BUNYCK cepil: 3MiHu | TNy -
Megokemi 3MiHM 3 SIKOCTI.
Nimitea, Kinp [oToBMIA
nikapcbkuii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3aco6y (iHLi
3MiHW) nepeknag,
MKA 3
pocilicbkoi MoBu
Ha yKpaiHCbKy
MOBY A/15
npYBeAEHHs y
BiANOBIAHICTb i3
BMMOramm
YWMHHOI pegakuii
Hakasy MO3
Ykpainn Ne 426
Bif 26.08.2005.
141. | TPA3OAOH MC | trazodone | Tpa3ogoHy | NO6AX0 | Ttabnetku no 100 Megokemi Kinp, BMPOGHMLITBO, HigepnaHngu BHECEHHS 3MiH 3a UA/18391/01/02
rigpoxnop | 5 Mmr, no 10 Nimiteq Kinp, KOHTPO/Ib SIKOCTI, / Kinp 0o peuyenmom
na TabneToky Kinp BWMNYCK Cepil: peecTpauinHnx
6nictepi, no 3 dapmavneBTiL Marepianis:
6nictepn y AHanNITiLW 3MiHu | TUny -
KapTOHHI Kopo6Lyi Na6opatopiym AOMiHICTpaTMBHI
[OyiseH B.B., 3MiHW. 3MiHa
HigepnaHgy; HaViMeHyBaHHs
Ta/abo agpecun
nepBuHHEe Ta 3asBHUKA
BTOPVIHHE (BnacHuka
nakyBaHHs, peecTpaujiHoro
KOHTPO/Ib SIKOCTI, nocBiJYEHHS).
BUNYyCK cepil: 3MiHu | TNy -
Megokemi 3MiHM 3 SIKOCTi.
Nimitea, Kinp [oToBMIA

nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKkoro
3aco6y (iHLi
3MiHK) nepeknang
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

MKA 3
pocilicbkoi MoBu
Ha yKpaiHCbKy
MOBY A/15
npuBELEHHS Yy
BiANOBIAHICTb i3
BMMOramm
YWMHHOI pegakuii
Hakasy MO3
Ykpainn Ne 426
Bif 26.08.2005.

142.

YPCOHOCT

Ursodeoxy
cholic acid

kucnota
ypcoaeokc
uxonesa

AO05AAQ

Kancynu no 150
mr, no 10 kancyn y
6nicTepi; no 2 abo
no 5 6nicTtepis B
KapTOHHI Kopo6Lyi

OPFrAHOCU
H
NAVSCAEH
CU3 (E®
3ET)

OAE

TOB
"MAPI®APM",
CnoBeHisi;
EBepTogxeH
Naiigp CaeHcus
Nimiten, IHais

CnoseHis/
IHais

BHECEHHS 3MiH
no
peecTpaviiHnx
Marepianis:
3MiHu | TNy -
3MiHM 3 SKOCTi.
CepTtudikar
BignosigHocTi/l
E-cepTtudikart
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.
MNogaHHA HOBOrO
ab0 OHOB/IEHOTO
cepTudikata
BignoBigHOCTI
ab0o BUNyYeHHsS
cepTudpikata
BignoBigHOCTI
€Bponecokiin
thapmakonei:
ona A®l; ana
BUXifHOTO
matepiany/pear
EeHTY/NPOMDKHOT
0 MPOAYKTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHNLITBI
A®l; ana
[LOMOMDKHOT
peyoBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecokiin
hapmakonei) -

3a
peyenmom

UA/12572/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

Hoswii
cepTudikaT Big
BXe
3aTBEPAKEHOr0
BMPOGHUKA
noJaHHA HOBOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmaxonei Ne
CEP 2022-275 -
Rev 01
(3aTBEpPAXEHO
MacTtep-aiin
SPL/UDA/M3/A
P/1.0/00/2022-
09-23) gns Adl
KncnoTm
ypcogeokcuxone
BOI Bif, BXe
3aTBEPKEHOr0
BMPOOHUKA
Shilpa Pharma
Lifesciences
Limited, India

143.

YPCOHOCT

Ursodeoxy
cholic acid

Kucnota
ypcoaeokc
uxoneea

AO5AAQ

Kancynun no 300
mr, no 10 kancyny
6nictepi; no 2 abo
no 5 6nicTepis B
KapTOHHI Kopo6Lyi

OPFAHOCU
H
NAV®GCAEH
CU3 (E®
3ET 1)

OAE

TOB
"MAPID®APM",
CnoseHis;
EBepTogxeH
Naiidp CaeHcns
Nimiten, IHgjsa

CnoseHis/
IHgis

BHECEHHS 3MiH
no
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHM 3 AKOCTI.
CepTtudikar
BignosigHocTi/l
E-cepTudpikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/mo
Horpadii.
lNopaHHA HOBOrO
ab0 OHOBJ/IEHOIO
ceptudikata
BignoBigHOCTI
a60 BUTyYEHHSA
ceptudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei:
ona Adl; onsa

3a
peyernmom

UA/12572/01/02
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3assHUK KpaiHa

Bupo6Huk

KpaiHa PeecmpayitiHa

Ymosu

Peknamys
aHHsT**

Howmep
peecmpayitiHo

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
¢hopma,

ynakoska)

3asisBHU
Ka

BUPOOGHUKa npoyedypa

BUXIQHOIO

Bionycky

20
nocsioYeHHs

Haszsa*

YINCA CAC

martepiany/pear
€HTY/MPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOOHULITBI
ADl; ana
[LOMOMDKHOT
peyoBVHN
(ceptudhikat
BignoBigHOCTI
€Bponeicbkili
thapmakone) -
Hoswii
cepTuadikaT Bif
BXe
3aTBEPKEHOr0
BMPOOHUKA
nofiaHHs HOBOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
hapmakonei Ne
CEP 2022-275 -
Rev 01
(3aTBEpAXEHO
MacTtep-aiin
SPL/UDA/M3/A
P/1.0/00/2022-
09-23) gns Adl
KMCnoTm
ypcogeokcunxone
BOI Bif, BXe
3aTBEPAKEHOIO
BMPOGHMKa
Shilpa Pharma
Lifesciences
Limited, India

®paHuin BHECEHHS 3MiH

6e3

UA/7741/01/01

144.

®EPBEKC A/1Al
NOPOCNNX

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napaverta NO2BES5
MOJT, 1
Kucnora
ackopbiHo
Ba

(BiTamiH
Q),

heHipamiH

NOPOLLOK A1
opaJslbHOro

po3uuHy; 8 cawle y
KapTOHHI Kopo6Lyi

YIMNCA CAC | ®paHuis

y MasieaT

o
peecTpauiiHux
mMaTtepianis:
3Minn | Tuny -
3MiHK 3 SKOCTi.
Ceptucpikat
BignosigHocTi/l"
E-cepTudoikat

peyenma
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BignoBigHOCTI
€Bponeiicbkili
hapmakonei/mo
Horpadii.
MogaHHA HOBOTO

ab0 OHOB/IEHOTO
cepTudikaTa
BiANOBIAHOCTI
abo BUNyYEHHS
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei:
ona A®l; ana
BUXiQHOTO
martepiany/pear
EeHTY/NPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[0NOMKHOT
peyoBVHN
(cepTudhikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei) -
OHoBNEHWIA
cepTtudikaT Big,
yxe
3aTBEPKEHOr0
BMPOGHMKa.
MojaHHA
OHOBJIEHOTO
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei
CEP 2000-124-
Rev 12
(3aTBEpPOXEHWIA:
R1-CEP 2000-
124-Rev 11) pnsa
Ad|
napaueTtamMorsny
Bif yxe
3aTBEPAKEHOIO
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BMPOOHUKA
ANQIU LU’ AN
PHARMACEUTI
CAL CO,, LTD,,
China.
145. | ®NEKAIHIA flecainide chnekaiHig | CO1BCO | Ttabnetku no 50 CaHpo3 CnoBeHi | BUpOBHULTBO "in HimeuunHa BHECEHHS 3MiH 3a UA/15559/01/01
CAHAO3® y auetar 4 Mmr; no 10 dapmacbioTi a bulk", 0o peuyenmom
TabneToky Kans g.4. nakyBaHHs, peecTpauinHnx
6nicTepi; no 3 abo KOHTPO/Ib Ta Marepianis:
6, abo 12 BUWMYCK Cepii: YTOUYHEHHS
6nictepiB y CanTac peecTpavuinHoi
KapTOHHI KopooLyi dapma 'v6X, npoueaypu B
HimeuyunHa Hakasi MO3

Ykpainn Ne 612
Bif 13.05.2026 -
3MiHu | TNy -
3MiHM 3 SKOCTi.
CepTtudikar
BignosigHocTi/l
E-cepTtudikart
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.
MNogaHHA HOBOrO
ab0 OHOB/IEHOTO
cepTudikata
BignoBigHOCTI
ab0o BUNyYeHHsS
cepTudpikata
BignoBigHOCTI
€Bponecokiin
thapmakonei:
ona A®l; ana
BUXifHOTO
matepiany/pear
EeHTY/NPOMDKHOT
0 MPOAYKTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHNLITBI
A®l; ana
[LOMOMDKHOT
peyoBUHN
(cepTudpikat
BignoBigHOCTI
€Bponecokiin
hapmakonei) -
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

OHoBNEHWIA
cepTudikaT Big
yxe
3aTBEPAKEHOr0
BMPOGHUKA -
noAaHHs
OHOB/IEHOTO
ceptudikata
BignoBigHOCTI
€Bponeicbkili
hapmakonei Ne
CEP 2013-145-
Rev 02
(nonepeaHs
Bepcia R1-CEP
2013-145-Rev
01) ana A®I
dhnekaiHigy
aueraTy Bif yxe
3aTBEPAKEHNX
BVIPOGHVIKIB
Maprimed S.A.
Ta Quimica
Sintetica S.A.

146.

®NEKAIHIA
CAHA03®

flecainide

donekaiHig
y aueTar

C01BCO
4

Tabnetku no 100
mr; no 10
TabneTtoky
6nictepi; no 3 abo
6, abo 12
6nictepiB y
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbtoTi
Kan3 4.4.

CnoseHi
a

BMPOBHMLTBO "in
bulk",
nakyBaHHs,
KOHTPO/b Ta
BUWMYCK CepiiA:
Cantotac
dapma 'm6X

HimeyunHa

BHECEHHS 3MiH
o
peecTpauiiHux
mMaTtepianis:
YTOYHEHHS
peecTpaujiiHoi
npoueaypv B
Hakasi MO3
Ykpainm Ne 612
Bif, 13.05.2026 -
3Minn | Tuny -
3MiHK 3 SKOCTi.
Ceptucpikat
BignosigHocTi/l"
E-cepTudpikart
BignoBigHOCTI
€Bponecokiin
hapmakonei/mo
Horpadii.
MopaHHA HOBOTO
ab0 OHOB/IEHOTO
ceptudikaTa
BiANOBIAHOCTI
ab0 BUIyYEHHS

3a
peyenmom

UA/15559/01/02
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PeecmpayjiiiHa

Ymosu

Peknamys

Howmep

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa

Hasga
diroyoi
peyosuHuU

Koo
ATX

Popma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

npoyedypa

Bionycky

aHHsT**

peecmpayitiHo
20
nocsioYeHHs

Haszsa*

cepTudikata
BinoBsigHoCTI
€Bponencbkii
thapmakonei:
ana A®l; ana
BUXiQHOTO
martepiany/pear
eHTY/NpoMiXHOr
0 NPOAYKTY, WO
BUKOPUCTOBYIOTb
cay
BMPOGHWLTBI
A®I; ana
[I0MNOMiXKHOT
pevoBUHN
(cepTudpikat
BinoBsigHoCTI
€Bponencbkii
thapmaxkonet) -
OHOBEHWIA
ceptudikar Big,
yxe
3aTBEPPKEHOTO
BUPOGHMKA -
nofaHHs
OHOBJ/1EHOTO
cepTudikata
BiANOBIAHOCTI
€sponeicbkili
thapmakonei Ne
CEP 2013-145-
Rev 02
(nonepeaHn
Bepcia R1-CEP
2013-145-Rev
01) pna AdI
donekaiHigy
aueTaTy Bif yxe
3aTBEPKEHNX
BUPOOBHWKIB
Maprimed S.A.
Ta Quimica
Sintetica S.A.

UA/20411/01/01

147.

DONINPAD®

Follitropin
alfa

dhonitponi
H anbga
(pexom6iH
aHTHWi

N0ACHKWIA

GO3GAO0
5

niodpinizat ana
pO3uunHy ons
iH'eKuil y
KOMMNEKT 3

PO34YMHHKKOM 75

Bxapart
Cipamc eHg,
BakuumHc
Nimiteq

IHgis

Bxapat Cipamc
eHp, BakunHc
Nimiteq

IHgis

BHECEHHS 3MiH
pile)
peecTpaujiiHnx

marepianis:

3MinHun Il Tuny -

3a
peyernmom
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
donikynoc MO 1 dnakoH 3 3MiHU 3 SKOCTI.
TUMY/THOOY niocpinizatom Ans [oToBMiA
Ui FTOPMOH pO3unHy ons nikapcbknii
(p-n ®CIN) iH'eKuil y 3aci6. 3MiHM Yy
KoMmMekTi 3 1 BMPOGHULTBI.
amny’sio 3miHa

po3unHHuKa (0,5
M/1 CTEPUNBHOT
BOAW ANS iH'EKLiIA)
Y KOHTYpHIlA
YapyHKoBIli
ynakosui; no 1
KOHTYPHili
YapyHKoBIli
ynakoBLj y
KapTOHHI KopooLli

iMnopTepa/amiHn
, LLIO CTOCYOTbCA
BWMYCKy cepii Ta
KOHTPO/IHO AKOCTI
roToBOro
nNikapCcbKoro
3acoby (3amiHa
ab0 fofaBaHHA
OinbHAUI, Ha
AKiN
3[jACHIOETbCS
KOHTPO/b
SAKOCTi/BMNpPOGYB
aHHs cepii gna
6ionoriyHoro/imy
HOJI0rYHOro
nNikapcbKoro
3acoby, Ta 6yap-
AKOI AiNbHUL,
Ha siKiiA
3aCTOCOBYETLCA
GionoriyHuin/imyH
0N10riYHNIA
meTog,
BUNPO6YBaHHs)
KOHTPaKTHY
nab6oparopito
BaiioHig3 IHais
MpaviseT
NimiTeq, Ha kil
3pjiicHiOBaBCS
KOHTPO/1b AKOCTI
3a NoKasHuKamu
«lpeHTudikauis
A», «AKTUBHICTb
MeToaoM
6ionpobu» Ta
«AHOMasbHa
TOKCUYHICTb»
3aMiHeHo Ha
B/1aCHY
na6oparopito
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BMPOOHUKA

Bxapart Cipamc
eHp BakuyuHc
Nimiten, skuii

BUKOHYE NMOBHWIA

LK
BMPOGHMLITBA
nNikapcbKoro

3aco6y. 3miHu I
My - 3MiHU 3

AKocTi. FOTOBWIA

nikapcbknii
3aci6. KoHTponb
roToBOro
nNiKapcbKoro
3acoby. 3miHa y
MeToAax
BMNPOOYBaHHS
roToBOro
nikapcbKoro
3acoby (cyTTeBa
3MiHa Y
6ionoriyuHomy/im
YHOJ0TiYHOMY/iM
YHOXIMiYHOMY
meTogi

BMNPOOYBaHHS

abo meTogi, y
AKOMY

BUKOPVCTOBYETb
cs 6ioNoriYHWIA

peareHT, abo ix

3amiHa, abo
6iosoriyHoro
npenapary
NOPIBHSAHHSA
(cTraHgapTHOro
npenaparty), Wo
He 3a3HayvyeHuii y
3aTBEPAKEHOMY
NpPOTOKONI)

BHECEHHS 3MiH B

meTog,

BMNPOBYBaHHSA

N3 3a
MOKa3HUKOM
«AKTUBHICTb

MeToA0oM
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
6ionpo6bu»
(3miHeHO
KINbKICTb rpyn
lwypiB Ta
NPUroTyBaHHA
po3uuHiB), a
TaKoX YTOYHEHO

Ha3By po3ainy
Ha «AKTUBHICTb
MeToaoM
6ionpobu
(KinbkicHe
BU3HAUYEHHS)».
3minu Il Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPOBYBaHHSA
roToBOro
nikapcbKkoro
3acoby (cyTTeBa
3miHa y
6ionoriyHomy/im
yHO0ri4YHOMY/iM
YHOXIMiYHOMY
mMeTogi
BMNPOBYBaHHSA
abo metogi, y
AKOMY
BUKOPVCTOBYETb
cA 6ioNorivHmi
peareHT, abo x
3amiHa, abo
6iosoriyHoro
npenapary
NOPIBHAHHSA
(ctaHpapTHOrO
npenaparty), Wo
He 3a3HayveHnin y
3aTBepMHKEHOMY
NpOTOKOAI)
BHECEHHS 3MiH B
meToq
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BMNPOOYBaHHS
3a NOKa3HKOM
«AHOMasIbHa
TOKCUYHICTb»
(6ionorivyHnm
MeToA0M), a
came: 3MiHeHO
NPUroTyBaHHs
3paska Ta 06’em
3paska, Lo
BBOAATD;
YTOYHEHO
cneuuagikauito
rNn3.

148.

POJNIEBA
KNC/IOTA
ACTPA

folic acid

choniesoi
KMCnoTu
rigpart

BO3BBO
1

TabneTtkn no 5 wr;
no 10 Tabnetok y
6nictepi; no 5
6nictepis B
KOpo6Li 3 KapTOHY

TOB
"ACTPA®A
PM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH
no
peecTpaviiHnx
Marepianis:
3MiHu | TUny -
AfMiHICTpaTMBHI
3MiHN. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecun
3asBHUKA
(BnacHvka
peecTpauiiiHoro
nocBiJYEHHS).
3mMiHa agpecu
3asBHUKA
(BnacHuka
peecTpaujiiiHoro
NOCBiJYEHHS).
BBegeHHs 3MiH
NpoOTArom 6-tn
MicauiB nicns
3aTBEPAKEHHS.
3MiHu | TUny -
AOMiHICTpaTMBHI
3MiHN. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecun
Micus
NpoBaMKeHHS
AiSNIbHOCTI
BMPOGHMKa/iMno
pTepa rotoBoro
nikapcbKoro
3acoby,

3a
peyenmom

He
nionsizae

UA/19612/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BK/IOYAK0UY
OiNbHUL
BMMYCKy cepil
abo micue
npoBeAeHHs
KOHTPO/II0
AKOCTI.

(@isnbHicTb, 3a
AKy Bignosigae
BMPOGHUK/iIMNop
Tep, BKKYaum
BUWMYCK Cepii).
3miHa agpecu
BMPOGHUMKa M13.
3MiHV BHECEHO
B pO34in
"MicuesHaxopxe
HHS1 BUPOGHYKa
Ta agpeca micugd
NpOoBaKEHHS
noro pisinbHocCTI"
" B IHCTPYKL,it0
ANs MegnyHoro
3acToCyBaHHSA
Ta K Hacnigok -
y TekcT
MapKyBaHHS
yMakoBKu
nikapcbKoro
3aco0y.
BBefeHHs 3MiH
NpPOTArom 6-tn
MicayiB nicns
3aTBEPAKEHHS.
3Minn | Tuny -
3MiHM Wwoao
6e3nekn/ecexTn
BHOCTI Ta
thapmakoHarnag,
y (iHLWi 3MiHW).
3MiHW BHECEHO Y
TeKcT
MapKyBaHHS
nepBUHHOT (. 6)
Ta BTOPYHHOI (M.
17) ynakoBku
nikapcbKoro

3acoby woao
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
norotuny Ta
3po6/ieHo
He3HauHi
pefakuinHi
npaskKu.
BBegeHHs 3MiH
NpoOTArom 6-tn
MicauiB nicns
3aTBEPAKEHHS
149. | ®OCTUMOH urofollitrop | ypodchonitp | GO3GAO | NOpPOLUOK IBCA LBeiiua BUPOGHMLTBO LLiseiiuapisi/ BHECEHHS 3MiH 3a UA/3152/01/01
in oniH 4 niocpinisoBaHuii IHCTUTYT pis niocpinizata, ITanis 0o peyenmom
Ansa npurotyBaHHs | Bioximik CA BK/IHOYAOUM peecTpauiiHux
PO34nHY AnA nepBuHHE marepianis:
iH'ekuin no 75 MO; nakyBaHHs, 3Minn | Tuny -
1 donakoH 3 BTOpPUHHE 3MiHn Wwopo
nopotLukom Ta 1 nakyBaHHs Ta 6e3nekn/ecektu
amnyna 3 1 mn KOHTPO/Ib AKOCTI BHOCTI Ta
PO3UYMHHKKA niodpinizarta i thapmakoHarnsg,
(HaTpito xnopuay 9 PO3YMHHYKA: y (iHLWi 3MiHK)
Mmr, Boga ana IBCA IHCTUTYT 3MiHU BHECEHO
iH’eKUIil) B nav; Bioximik CA, B TEKCT
no 10 nayvok y LBeiiyapis; MapKyBaHHSA
KapTOHHI Kopo6Lyi BVPOGHMLTBO BTOPVHHOI
niodgpinizaTta, ynakoBKu
BK/TIOHA0UM nikapcbkoro
nepBuHHE 3acoby, a Takox
nakyBaHHS; [0[aHo TekcT
BUPOBHNLTBO MapKyBaHHS
PO3UYMHHUKA, nepBUHHOI
BK/TIOHA0UM yrakoBKu
nepBuHHE nikapcbKkoro
nakyBaHHS: 3acoby ans
3amboH C.MN.A,, chnakoHa Ta ans
ITanis; amnynu.
BWMNYCK Cepil: BBefeHHs 3miH
IBCA IHCTUTYT NPOTArom 6-Tn
Bioximik CA, Micauis nicnsa
Lseiuapis; 3aTBepPKEHHSA
BVPOGHMLTBO
PO3UMHHYIKa,
BK/IHOYAOYMN
nepBuHHe

nakyBaHHA Ta

KOHTPO/Ib SIKOCTI:

IBCA
dapmaueyTuui
ITania cpn,
ITanis
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
150. | POCTUMOH urofollitrop | ypodchonitp | GO3GAO | NOpPOLUOK IBCA LLBeiiua BVMPOGHMLTBO ITania/ BHECEHHS 3MiH 3a UA/3152/01/02
in oniH 4 niocpinizoBaHnii IHCTUTYT pis PO3UMHHYIKA, LBeliuapis 0o peyenmom
Ansa npurotyBaHHs | Bioximik CA BK/IOYAOYMN peecTpauinHux
pO34nHy Ans nepBuHHE marepianis:
iH'ekuili no 150 nakyBaHHA Ta 3Minn | Tuny -
MO; 1 dhnakoH 3 KOHTPO/Ib SIKOCTI: 3MiHn Wwopo
nopoLukom Ta 1 IBCA 6e3nekn/ecektu
amnyna 3 1 mn dapmaueyTuyi BHOCTI Ta
PO3YMHHVKA ITania cpn, dhapmakoHarnsg,
(HaTpito xnopuay 9 ITanis; y (iHLWi 3MiHK)
Mr, BoAa A1 BUMNYCK Cepil: 3MiHU BHECEHO
iH’EKUIN) B nav; IBCA IHCTUTYT B TEKCT
no 10 nayvok y Bioximik CA, MapKyBaHHS
KapTOHHi Kopobuyi LBeliuapis; BTOPUHHOT
BUPOOHNLITBO yrakoBKu
niocpinizata, nikapcbkoro
BK/OHAOUN 3acoby, a Takox
nepBuHHE [0[aHO TekcT
nakyBaHHs, MapKyBaHHS
BTOPUHHE nepBUHHOI
nakyBaHHS i yrakoBKu
KOHTPO/1b AKOCTi nikapcbKkoro
niogpinizarta i 3acoby ans
PO3UMHHYIKA: dhnakoHa Ta gns
IBCA IHCTUTYT amnynu.
Bioximik CA, BBegeHHs 3MiH
Llseiiuapis; npoTsArom 6-Tv
BVMPOGHMLTBO Micauis nicnsa
PO3UNHHYIKA, 3aTBEPAKEHHSA
BK/TIOHA0UM
nepBuHHE
nakyBaHHs:
3amboH C.M.A,,
ITanisa
151. | POCHOLIH fosfomycin | chocchomiy, | JOIXXO | rpaHynm ans dapmanesT peuis Nabiana Icnanis BHECEHHS 3MiH 3a UA/15015/01/01
VH (y 1 opasibHOro nyHa dapmacbloTikan ao peyenmom
dopmi pOo34MHy no 3 T; 2 KoMnaHis c, C.JLY. peecTpauinHux
docchomiy, calue 3 rpaHynamm "Bokate MaTepianis:
UHY y kopobuj 3 CA" 3Minu | TUny -
TpomeTam KapToHYy 3MiHM 3 AKOCTI.
ony) Ceptucpikat
BignosigHocTi/l
E-cepTudpikat
BiANOBIAHOCTI

€Bponeicbkili
thapmakonei/mo
Horpadii.
[NogaHHA HOBOrO




MixHapod

Hassa

Koo
ATX

®dopma sunycky
(nikapcbka

3asBHUK
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KpaiHa
3as8HU

Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

Peecmpayitina
npoyeadypa

Ymosu
sionycky

Peknamys
AHHST**

Homep
peecmpayitiHo
20

nocsid4eHHs

n/n

Hassa
/likapcbKo20
3aco6y

Ha

HenameH
mosaHa
Hassa*

diroyoi
PEeYoBUHU

c¢hopma,
ynakoska)

a0 OHOB/IEHOTO
ceptudikata
BifNOBIAHOCTI

abo BU/yYeHHs
cepTudikata

BiANOBIAHOCTI
€Bponeichbkiii
chapmakonei:
ona Aol; ans
BUXiJHOTO
matepiany/pear
HTy/NpoMbKHOT
0 MPOAYKTY, WO
BMKOPUCTOBYIOTE
cay
BUPOGHNLTEI
A®l; ans
[IOMOMKHOT
PEUOBUHY
(cepTudpikat
BifNOBIAHOCTI
€Bponeichbkiii

thapmakonet) -

OHOB/EHMWI

cepTudikar Bi
yxe

3aTBEP/HKEHO
nofaHHs

€Bponeiick
Rev 02
Rev 01) an

Bif,

4

ro

BUPOGHYKA -

OHOBJIEHOTO
cepTudikata
BigNoBigHOCTI

Kiia

cpapmakonei Ne
CEP 2023-068 -

(3aTBEpAKEHO:
CEP 2023-068 -

a AD|

docdomiLmHy
TpomeTamony

3aTBEPKEHOTO
BMpoﬁHMKa
Labiana
Pharmaceuticals

Spain.

,S.LU.,

3MiHn |

vny -
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3MiHU 3 SKOCTI.
CepTtudikar

BignosigHocTi/l

E-cepTudpikat

BiANOBIAHOCTI

€Bponeicbkili

thapmakonei/mo
Horpadii.
NopaHHA HOBOrO
ab0 OHOB/IEHOTO
ceptudikata
BignoBigHOCTI
a60 BUTyYEHHSA
ceptudikata
BignoBigHOCTI
€Bponeicbkili
thapmakonei:
ona Aol; ans
BUXIQHOIO
martepiany/pear
€HTY/MPOMiXHOT
0 NPOAYKTY, L0
BUKOPVCTOBYIOTb
cay
BMPOOHULITBI
ADl; ana
[LOMOMDKHOT
peyoBVHN
(ceptudhikat
BignoBigHOCTI
€Bponeiicbkili
thapmakone) -
OHOBEHWi
cepTuadikaT Bif
yxe
3aTBEPKEHOr0
BMpPOGHUKa -
noAaHHs
OHOBJIEHOTO
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
chapmaxonei Ne
CEP 2017-166 -
Rev 03
(3aTBEpPAXKEHO:
RO-CEP 2017-

166 - Rev 02)




Hassa

Koo

®opma surnycky

3assHUK

332
Kpaina
3aa8HU

Ka

Bupo6Huk

Kpaina
BupO6Hl-lKa

Peecmpayitina
npoyeadypa

Ymosu
sionycky

Peknamys
AHHST**

Homep
peecmpayitiHo
20

nocsioyeHHs

n/n

Haszsa
JikapcbKo20
3aco6y

MixHapod
Ha
HernameH
mosBaHa
Hassa*

diroyoi
peyosuHuU

ATX

(nikapcbka
(pOpMa;
ynakoska)

ana Ad|
docdomiLmHy
TpomeTamony
Bif,

3aTBEP/PKEHOTO
BUPOGHMKaA

Interquim S.A.

de C.V., Mexico.

3Mminu | Tuny -
3MiHU 3 SIKOCTi.
CepTudpikat
BignosigHocTi/T
E-cepTudikat
BiANOBiAHOCTI
€sponencokili
thapmakonei/Mmo
Horpadpii.
MoaaHHA HOBOTO
ab0 OHOBJ/IEHOTO
Cep'rl/ld)iKaTa
BiAANOBIAHOCTI
abo BUNyYEHHA
Cep'rl/ld)iKaTa
BiANOBIAHOCTI
€sponecbkili
thapmakonei:
ansa A®l; ana
BUXifHOTO
marepiasy/pear
eHTY/NPOMiXHOT
0 NPOAYKTY, L0
BMKOPUCTOBYIOTb
cay
BUPOGHULITBI
A®l; ans
[LONOMiXKHOT
PEUOBUHY
(cepTudpikat
BiANOBIAHOCTI

€Bponechbkiii
chapmakone) -
OHOB/IEHWI
cepTudikar Big,
yxe
3aTBEPAKEHOTO
BUPOGHMKa -
noAaHHs!

OHOB/IEHOTO
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
cepTudikaTa
BiANOBIAHOCTI
€Bponeicbkili
hapmaxonei Ne
CEP 2017-166 -
Rev 04 ansa A®I
dochomiuuHy
TpomeTamorny
Bif,
3aTBEPAKEHOrO
BMPOGHUKA
Interquim S.A.
de C.V., Mexico
152. | XINAK ®OPTE - BOAHWI AO7FA Kpanni opaJibHi, TOB "TeBa YkpaiHa Mepkne 'v6X, Himeuunna BHECEHHS 3MiH 6e3 UA/1013/01/01
cybcTpar po3uuH, no 30 mn YkpaiHa" HimeuunHa no peyenma
meTabonirt ab6o no 100 mny (Bunyck cepii; peecTpauinHux
iB: hnakoHi 3 BMPOGHULITBO in marepianis:
Escherichi npo6koto- bulk; nepBuHHe 3Mminu | TNy -
a coli, KpanesibHULElo; Ta BTOPUHHE 3MiHUM 3 AKOCTI.
DSM no 1 donakoHy y nakyBaHHs, [oToBMIA
4087, Kopoo6Li KOHTPO/Tb nikapcbknii
Enterococ AKOCTI) 3aci6. 3MiHn y
cus BMPOGHWLTBI.
faecalis, 3miHa po3mipy
DSM cepil
4086, (BKKOYAOUM
Lactobacill AjianasoH
us po3mMipy cepir)
acidophilu roToBOro
s, DSM nikapcbKoro
4149 Ta 3acoby
BOAHUIA (36inbLUEHHS 80
KOHLieHTpa 10 pasis
T NOPIBHSAHO i3
meTabonit 3aTBEPMHKEHUM
iB: po3mipom).
Lactobacill 3MiHa po3mipy
us cepii
helveticus, Hepo3dacoBaHo
DSM 4183 ro N13, wo
06yMOB/IEHO
BUMNPAaB/IEHHAM
pO3paxyHKoBOI
NOMWJIKN B
peenTypi, y
3B'A3KY 3 UM
36inbLunnacs

KiNbKicTb A®I,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
HeobxigHa ons
BMPOGHMLITBA
ofHiei cepii.
3MiHu | TNy -
3MiHM 3 SIKOCTI.
[oToBMIA

nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHWLTBI.
3MiHK
BMnNpobyBaHb
abo gonycTummx
MeXx,
BCTaHOB/IEHNX Y
cneuudikauisix,
nig vac
BMPOGHMLITBA
roToBOro
nikapcbkoro
3acoby
(mopaBaHHA
HOBOro mMeToay
BMNPOBYBaHHSA
Ta AonycTMmnX
Mex)
[OMOBHEHHSA
KOHTPO/0 Nig,
yac
BMPOGHMLITBA
N3 napameTpom
«Temneparypa»

3Mminu | Tuny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3MiHM Yy
BMPOGHULITBI.
3MiHn
BUNpobyBaHb
abo gonycTummx
Mex,
BCTaHOB/IEHNX Y
cneumdikauisx,
nig vac
BMPOGHMLITBA
roToBOro

niKapcbKoro
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Ymosu

Peknamys

Howmep

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyedypa

Bionycky

aHHS**

peecmpayitiHo
20
nocsioYeHHs

Haszsa*

3acoby
(nopaBaHHsA
HOBOro MeToay
BUNPOGYBaHHSA
Ta AonycTummx
MeX)
[OMOBHEHHSA
KOHTPO/IO Nif,
yac
BMPOGHMLTBA
N3 napameTpom
«Yac
yTpUMyBaHHs/4a
c
romoreHisauji».
3Minn | Tuny -
3MiHK 3 SKOCTI.
[oToBwiA
nikapcbkuii
3aci6. 3MiHN Y
BMPOGHULITBI.
3MiHK
BMnNpobyBaHb
abo gonycTummx
Mex,
BCTAHOBJ/IEHUX Y
cneuudikauisix,
nig vac
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby
(BUNIyueHHs
HecyTTeBOro
BUNPOOYBaHHA B
npoueci
BMPOGHULITBA)
BUNYYEHHS
3acrapinoro
opraHonenTu4yHo
ro
BUNPOGYBaHHSA
Hepo3dacoBaHo
ro NpoayKTy,
30Kpema
KOHTPO/Ib CMaKy
BUMYYEHWIA.

3MiHu | TUny -
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3MiHU 3 SKOCTI.

FoToBwiA
nikapcbknii
3aci6. 3MiHM Yy
BMPOGHULTBI.
3MiHn
BUNpobyBaHb
abo gonycTummx
Mex,
BCTaHOB/IEHUX Y
cneumdikauisx,
nig vac
BMPOGHMLITBA
roToBOro
nNiKapcbKoro
3aco6y (iHLi
3MiHW)
npuBeAeHHs y
BiAMNOBIAHICTb
onucy Konbopy
Ta 3anaxy
Hepo3shacoBaHo
ro NpoayKTy.
Takox
KOpUCTYOUUCH
Haroz010
YTOYHEHO Ha3BY
napameTpy 3
«Solution» Ha
«Appearance».
3MiHu | TNy -
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHWLTBI.
3MiHK
BMnNpobyBaHb
abo gonycTummx
MeXx,
BCTaHOB/IEHUX Y
cneuudikauisix,
nig vac
BMPOGHMLITBA
roToBOro
nikapcbKkoro
3aco6y (iHLi

3MiHK)




n/n

Ha3Ba
JliKapcbKo20
33006y

Moxi2pod Hassa
Ha i

HenameH peyosuHuU

mosaHa

Ha3sa*

Koo
ATX

®opma sunycky
(”iKapc bKa

(pOpMa’

ynaKoBKa)

3assHuUK
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KpaiHa
3as8HU
Ka

BupO6HuK

Kpaina
BUPO6HUK a

Peecmpay, na
nqueaypa

Ymosu
sionycky

FeKianys
aHHS**

HONOBHEHHS
I'IapaMeTpiB

«pH» Ta
«TycTVHa»

HOMep
peecmpayitiHo
a0

TR

NOCUMNAHHSM Ha
ED. 3MiHU |
TMny - Mk 3
sKocTi. FoToBuiA
nikapcbKuit
3aci6. 3miHmn y
BUPOGHMLITSI.
3MiHK
BUNPOGYBaHb
abo fonycTUMmX
MeX,
BCTAHOB/IEHUX Y
cneumdikavisx,

3MiH|/|)

FoToBUN
niKapCbKMﬁ
3aci6. 3MiHN Y
BMPOGHMLITB.
3MiHM y npoLeci
BUPOGHULTBA
roToBOrO
niKapCbKOro

sacoby,
BK/OYAKOUM
MPOMiXHUIA
MPOAYKT, L0
3aCTOCOBYETHCA
npmn
BMPOGHVLTE

roToBOrO

niKapCbKOro

HIA yac
BMPOGHMLTBA
roToBoOro
NiKapcbKOro

3ac06y (iHLui

[LOMNOBHEHHSA
napameTpy
«Tyctuna»
NOKa3HNKOM
TemMnepatypu.
3MiHu | TUny -
3MiHK 3 SKOCTi.

3aC06y
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
(He3HayHa 3MiHa
y npoueci
BMPOGHMLITBA)
BiJJOKPEM/IEHHSA
nonepegHLoro
NMPUroTyBaHHS
PO3UnHy
KOHCEpBaHTY y
BMPOGHNYOMY

npoueci. 3miHu |
TMny - 3MiHu 3
AKOCTI. FoTOBWMIA
nikapcbkuii
3aci6. 3MiHN Y
BMPOGHMLTBI.

3MiHW y npoueci
BMPOGHMLITBA

roToBOro
nikapcbkoro
3acoby,

BK/TH0HALOUM

NPOMKHUIA

NPOAYKT, L0
3aCTOCOBYETLCA

BMPOGHULITBI
roToBOro
nikapcbkoro
3acoby

npu

(He3HayHa 3miHa

y npoueci
BMPOGHMLITBA)
BiJOKPEM/IEHHS
nonepeaHLOro
NPUroTyBaHHs
PO3UMHY
JNIMMOHHOT
KMCNoTn y
BMPOGHNYOMY
npoueci. 3miHu |
TMny - 3MiHu 3
AKOCTI. FoTOBWMIA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHWLTBI.
3MiHW y npoueci
BMPOGHMLITBA

roTosoro
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
nikapcbkoro

3acoby,
BK/IHOHAI0UM
NPOMKHUIA
NPOAYKT, WO
3aCTOCOBYETLCA
npu
BMPOGHULITBI
roToBOro
nikapcbkoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOGHMLITBA)
JofaBaHHA Ha
eTani 1
BMPOGHNYOTO
npouecy
nonepegHLO
NpUroToBaHoro
PO3UNHY
KOHCEpBaHTY.
3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. 3MiHN y
BMPOGHMWLTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, L0
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPOGHMLITBA)
fJofaBaHHA Ha
eTani 2

BMPOBHMYOTO
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

npouecy
3a3HaYeHnX
KinbKocTel
PO34MHIB
4oTUpPLOX AdI.
3Mminu | Tuny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3MiHM Yy
BMPOGHULITBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nNiKapcbKoro
3acoby,
BK/IHOHAK0UM
NPOMKHUIA
NPOAYKT, L0
3aCTOCOBYETLCA
npv
BMPOOHULITBI
roToBOro
nNikapcbKoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOOHMLTBA)
[ofaBaHHA Ha
ertani 2
BMPOGHNYOTO
npouecy
nepemiLlyBaHHs
PO34MHIB
4oTUPLOX AdI.
3Mminu | Tuny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BMPOGHULTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nNikapcbKoro
3acoby,
BK/IHOHAK0UM
NPOMiXXHWUIA




3assHUK

341
Kpaina

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa

npoyeodypa

Ymosu

Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

®Popma sunycKy
(nikapcbka
thopma,
ynakoska)

3asisBHU
Ka

NPOAYKT, WO
3aCTOCOBYETLCA

nocsioyeHHs1

npu
BUPOGHNLITBI
roTOBOrO
nNikapcbKoro
3acoby
(He3HauHa 3miHa
y npoueci
BMPOGHNLITBA)
[ofaBaHHs Ha
eTani 2
BMPOGHNYOTO
npoviecy yacy
nepeMiLyBaHHs
hiHanbHOro
PO3UnHY
4oTUpPLOX A®DI.
3MiHu | TNy -
3MiHM 3 SIKOCTI.
[oToBwMIA
nikapcbkuii
3aci6. 3MiHn y
BUPOGHMLTBI.
3MiHn y npoueci
BMPOGHMLITBA
roToBOro
nikapcbkoro
3acoby,
BK/THOYAtOUN
NPOMKHUIA
npoAayKT, Wo
3aCTOCOBYETbCSA
npu
BMPOBHULTBI
roToBOro
nikapcbkoro
3acoby
(He3HauHa 3miHa
y npoueci
BMPOGHULITBA)
3a3HayveHHs Ha
eTani 2
BUPOBHMYOTO
npouecy
nocnifoBHOCTI
[ofaBaHHs

po3uunHiB APl 1o
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
hiHanbHOro

pPO3unHy. 3MiHu |
TMny - 3MiHu 3
AKocTi. FoToBWiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHMWLTBI.
3MiHN y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, Lo
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPOGHMLITBA)
Ha eTani 3
BMPOGHNYOTO
npouecy
[0Aal0Thb
nonepesHLO
NpUroToBaHwui
PO34MH
JNIMMOHHOT
KMcnoTn npu
nepemillyBaHHs,
w06 3anobirtn
YTBOPEHHIO
ocagy.3MiHu |
TMny - 3MiHu 3
AKOCTI. FoTOBWMIA
nikapcbkuii
3aci6. 3MiHN Y
BMPOGHMWLTBI.
3MiHW y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKkoro
3acoby,
BK/IHOHA0YM




343

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

NPOMKHUIA
NpPOAYKT, L0
3aCTOCOBYETLCSA
npu
BUPOGHULITBI
roToBOro
nikapcbKkoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOGHMLITBA)
JofaBaHHA Ha
eTani 3
BMPOGHNYOTO
npouecy yacy
nepemilllyBaHHs
thiHanbHOro
pO3unHy micns
[0AaBaHHSA
pO3unHy
JNINMOHHOT
Kncnotu. 3miHu |
TMny - 3MiHu 3
AKOCTI. FoTOBWMIA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHWLTBI.
3MiHW y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKkoro
3acoby,
BK/IHOHAI0UM
NPOMKHUIA
NpoOAYKT, L0
3aCTOCOBYETLCA
npu
BMUPOGHULITBI
roToBOro
nikapcbkoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOGHMLITBA)
JofaBaHHA Ha
eTani 4
BMPOGHNYOTO

npouecy
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
[eTanizoBaHoro

Onucy KOHTPOS0
B NpoLeci
BMPOGHMLTBA.
3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. 3MiHN y
BMPOGHULTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, Lo
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nNikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPOGHMLITBA)
fJofaBaHHA Ha
Etani 5
BMPOGHNYOTO
npouecy
po3paxyHKy
KiNIbKOCTI
MOJ104HOT
KMcnotu. 3miHu |
TMny - 3MiHK 3
AKocTi. FoToBWMiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHULTBI.
3MiHN y npoueci
BMPOGHMLITBA
roToBOro
nNikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA

NPOAYKT, o
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nikapcbKoro
3acoby
(He3HauyHa 3MiHa
y npoueci
BMPOGHMLITBA)
fofaBaHHA Ha
ertani 6
BMPOGHNYOTO
npouecy yacy
nepemillyBaHHs
thiHanbHOro
pO34nHY. 3MiHu |
TMny - 3MiHu 3
AKOCTI. FoTOBWMIA
nikapcbkuii
3aci6. 3MiHN Y
BMPOGHWLTBI.
3MiHW y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKkoro
3acoby,
BK/IHOHAI0UM
NPOMKHUIA
NPOAYKT, L0
3aCTOCOBYETLCSA
npu
BMUPOGHULITBI
roToBOro
nikapcbkoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOGHMLITBA)
JofaBaHHA Ha
eTani 7
BMPOGHNYOTO
npouecy
KOHTPO/0
KOpUryBaHHs
KNCNOTHOTO
ymcna. 3miHu |
TMny - 3MiHu 3
AKOCTI. [oTOBWIA
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep

peecmpayitiHo
20

nocsioYeHHs

nikapcbkuii
3aci6. 3MiHn y
BMPOGHWLTBI.
3MiHW y npoueci
BMPOGHMULITBA
roToBOro
nikapcbKkoro
3acoby,
BK/IHOHAI0UM
NPOMKHUIA
NPOAYKT, L0
3aCTOCOBYETLCA
npu
BMUPOGHULITBI
roToBOro
nikapcbkoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPO6GHMLTBA)
JofaBaHHA Ha
eTani 7
BMPOGHNYOTO
npouecy
MOX/IMBOCTI
NOBEPHEHHS Ha
etanu 4-6 3a
HEeo6XiAHOCTI.
3MiHu | TUny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHMWLTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, L0
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nikapcbKoro

3acoby
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
(He3HayHa 3MiHa

y npoueci
BMPOGHMLITBA)
fofaBaHHA Ha

Etani 8
BMPOGHNYOTO
npouecy
KOpUryBaHHs
06’eMy pO3UMHY
[0 LinboBOro
3HaYeHHs. 3MiHN
| Tuny - 3miHn 3
AKocTi. FoToBWMiA
nikapcbkuii
3aci6. 3MiHN y
BMPOGHMWLTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, L0
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPOGHMLITBA)
fJofaBaHHA Ha
ertani 8
BMPOGHNYOTO
npouecy yacy
nepemillyBaHHs
thiHanbHOro
PO34MHY: He
MeHLe 40 xB.
3Mminu | Tuny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BMPOGHULITBI.

3MiHM y npoueci
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BMPOGHMLITBA
roToBOro
nNiKapcbKoro
3acoby,
BK/IHOHAK0UM
NPOMKHUIA
NPOAYKT, L0
3aCTOCOBYETLCA
npv
BMPOOHULITBI
roToBOro
nNikapCcbKoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOOHMLTBA)
BUAA/IEHHS HA
Erani 9
BMPOGHNYOTO
npouecy
aesiHdexuii
iNbTPYBa/ILHOT
YCTaHOBKM.
3Mminu | Tuny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3MiHM Yy
BMPOGHULITBI.
3MmiHM y npoueci
BMPOGHMLITBA
roToBOro
nNikapcbKoro
3acoby,
BK/IHOHAK0UM
NPOMKHUIA
NPOAYKT, L0
3aCTOCOBYETLCA
npv
BMPOOHULITBI
roToBOro
nNikapcbKoro
3acoby
(He3HayHa 3miHa
y npoueci
BMPOOHMLTBA)
BUAA/IEHHS HA
Erani 9




woAo hinbTpa.
3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. 3MiHN y
BMPOGHULTBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, Lo
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nNikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPOGHMLITBA)
KOpUryBaHHs
yacy 36epiraHHs
Hepo3dacoBaHo
ro NPoAyKTy Ha
Etani 9
BMPOGHNYOTO
npouecy 3 «He
MeHLwe 10-14»
ni6 o «Big 10
0o 85 fio».
3MiHn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHULTBI.
3MiHN y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro

3acoby,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BMPOGHNYOTO
npotecy
iHchopmauito
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, Lo
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nNikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPOGHMLITBA)
Ha ETani 9
BMPOGHNYOTO
npouecy foAaHo
IHCTPYKU,it0
o0
hinbTpyBaHHA y
npuaatHy
EMHICTb. 3MiHu |
TMny - 3MiHu 3
AKocTi. FoToBWiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHMWLTBI.
3MiHN y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, L0
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPOGHMLITBA)
Ha ETtani 10
BMPOGHNYOTO
npouecy foAaHo
iHchopMmauio
o0
nakyBaHHs
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
HanoBHEHUX

doNakoHiB. 3MiHK
| Tuny - 3miHn 3
AKocTi. FoToBWiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHMWLTBI.
3MiHN y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/IHOHAI0UM
NPOMIiXHUIA
NPOAYKT, Lo
3aCTOCOBYETHCA
npu
BMPOGHWLTBI
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3MiHa
y npoueci
BMPOGHMLITBA)
Ha ETtani 10
BMPOGHNYOTO
npouecy foAaHo
iHchopMmauio
LL|OSI0 PO3/IMBY Y
hakoHW. 3MiHK
Il TNy - 3miHK 3
akocTi. Adl.
(iHLLi 3MiHW)
OHOBJIEHHA
po3giny 3.2.S
Al - BogHuit
cybeTpar
NpoaykKTiB
meTaboniamy
Escherichia Coli.
3minu Il Tuny -
3MiHK 3 SKOCTi.
AO®I. (iHWi 3MiHW)
OHOBJIEHHSA
po3ainy 3.2.S
A®I - BogHui
cybeTpar
NpoAyKTiB
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

153.

mMeTaboniamy
Enterococcus
faecalis. 3miHn 11
My - 3MiHU 3
akocTi. AdL.
(iHLLi 3MiHW)
OHOoBNEHHA
po3giny 3.2.S
Al - BogHuit
cybeTpar
NpoaykKTiB
meTaboniamy
Lactobacillus
helveticus.
3miHu Il Tuny -
3MiHUM 3 SKOCTI.
ADI. (iHWi 3MiHN)
OHOBNEHHSA
po3giny 3.2.S
A®I - BogHuii
cy6eTpar
NpOAYyKTiB
meTaboniamy
Lactobacillus
acidophilus.

LE®DENIM
AHAHTA

cefepime

uedenimy
rigpoxnop
na

JO1DEO
1

MOPOLLOK A/15
pO34nHy AnA
iH'ekyiinolr; 1
a60 10 chnakoHiB 3
MOPOLLKOM B
KopoobLi

AHaHTa
Megikeap
nra.

Benvka
BpuTaHi
a

AHaHTa
Megikeap
Nimiteq

IHgis

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3Minu | TUny -
3MiHM 3 SKOCTI.
[oToBMIA
nikapcbknii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTofAax
BMNPOOYBaHHS
roToBOro
nikapcbKoro
3acoby
(He3HauyHa 3MiHa
y 3aTBEPMAKEHNX
mMeTogax
BUNPOBYBaHHS).
BHeceHHs 3MiH B
MeTOoANKY

3a
peyernmom

UA/16849/01/01
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BMNPOOYBaHHS
3a NOKa3HKOM
«KinbkicHe
BU3HAYEHHSA», a
came
BiIKOPUroBaHo
NPUroTyBaHHs
BMNpo6GOBYBaHOM
0 PO34KHyY Ta
PO3UMHY
MOPIBHAHHSA,
BiIKOPUroBaHo
po3paxyHKoBy
cthopmyny.
154. | LE®ENIM cefepime uedpenivy | JOIDEO | nopoLuok gns AHaHTa Benuka AHaHTa IHAjs BHECEHHS 3MiH 3a UA/16849/01/02
AHAHTA rigpoxnop | 1 pO34MHy aoNs Megikeap BpuTaHi Megikeap 0o peuyenmom
na iH'ekyinno 2r; 1 nra. A Nimiteq peecTpauinHnx
a6o 10 dhnakoHiB 3 Marepianis:
NOPOLLUKOM B 3MiHu | TUny -
Kopoo6Li 3MiHuM 3 SIKOCTi.
[oToBMIA

nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbkoro
3acoby. 3miHa 'y
mMeTogax
BUNPOBYBaHHSA
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3miHa
y 3aTBEPMHKEHNX
mMeToaax
BMNPOGYBaHHS).
BHeceHHA 3MiH B
MeToAuKY
BMNPOBYBaHHSA
3a NOKa3HNUKOM
«KinbkicHe
BU3HAYEHHS», a
cave
BiKOPWUroBaHo
NPUroTyBaHHs
BUNPO6OBYBaHOT
0 PO34KHyY Ta
PO3unHy

NOPIBHSAHHSA,
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HenameH | pe4yoBUHU c¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BifIKOpUrosaHo
po3paxyHKoBYy
cthopmyny.
155. | LUNCTO- - Cyxuit G04BX Tabnetkn no 300 Ecnapma Himeuun BUPOGHMLTBO HimeuunHa BHECEHHS 3MiH 6e3 UA/13325/01/01
AYPUH® eKCTpakT mr; no 10 6X Ha Hepo3dghacoBaHo 0o peyenma
Tpasu TabneTtoky ro NpoaykKTy, peecTpauiiHux
30/10TapHU 6nicTepi; no 2 abo nepBuHHE mMaTtepianis:
Ka no 6 6nictepis y nakyBaHHs, 3Minn | Tuny -
3BuyariHor KapTOHHI KopooLyi BTOpPUHHE 3MiHM 3 SKOCTi.
o} nakyBaHHs, loToBwiA
(Extractum KOHTPO/Ib SIKOCTI, nikapcbkni
Herbae BMMYCK Cepil: 3aci6. 3MiHN Yy
Solidaginis ApnBaHc Papma BUPOGHULTBI.
virgaureae mM6X, 3MiHM y npoueci
siccum) HimeuumnHa; BMPOGHMLITBA
KOHTPO/Tb AKOCTI: roToBOro
dapma nNikapcbKoro
BepHirepope 3acoby,
v6X, BK/IOYa0UU
HimeuunHa,; NPOMKHUIA
BTOPVIHHE NPOAYKT, Lo
nakyBaHHs: 3aCTOCOBYETLCA
ecnapma ®apma npu
Cepgices 'mM6X, BMPOGHWLTBI
HimeyunHa roToBOro
nikapcbKoro
3aco6y (iHLi
3MiHW).
Br/toueHHsa

BavligaujiiHoro
3BiTy Ha po3Mip
cepii 600 kr
BMPOGHMKa
ApgaHc dapma
m6X,
HimeuunHa.
3MiHu | TUny -
3MiHM 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. 3miHn y
BMPOGHWLTBI.
3MiHK
BMNpobyBaHb
abo gonycTummx
MeXx,
BCTaHOB/IEHNX Y
cneumdikauisx,
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Ymosu

Peknamys

Howmep

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
c¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiiiHa
npoyedypa

Bionycky

aHHsT**

peecmpayitiHo
20
nocgioyeHHs

nig vac
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby
(mopaBaHHA
HOBOro MeToAy
BUNPOOYBaHHsA
Ta [onycTuMmnX
mMex). BBefieHHsA
KOHTPO/0
BUrNALY Macu
ans
TabnetyBaHHA B
npoueci
BMPOGHMLTBA
(oopaetbesA
napametp
«30BHiLLHIl
BUrNAO»
(Appearance)):
MponoHoBaHa
pefakuis:
3.2.P.3.3 Onuc
BUPOBHNYOro
npouecy Ta/a6o
I0ro KOHTPOSH0.
Compression

IPC:
Appearance,
Loss on drying,
Bulk density,
Flowability
Tableting:
IPC: ...
Appearance,
Dimensions,
Uniformity of
mass
3MiHu | TNy -
3MiHM 3 SIKOCTi.
[oToBWMIA
nikapcbkuii
3aci6. 3miHn y
BUPOGHMLITBI.
3MiHK

BMNPOGYBaHb

mass for tablets:
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

abo fonycTuMmx
MeXx,
BCTaHOB/IEHNX Y
cneumaikayisx,
nig yac
BMPOGHMLITBA
roToBOro
nNikapcbKoro
3acoby
(mopaBaHHA
HOBOro MeToay
BMNPOOYBaHHS
Ta AonNycTUMUX
mMex). BBefieHHs
KOHTPO/0
30BHILUHLOIO
BUrNSAY
Tabnetku B
npoueci
TabnetyBaHHs
(mopaetbes
napameTp
«30BHiLLHil
BUMNSAO»
(Appearance)).
MponoHoBaHa
pefakuis:
3.2.P.3.3 Onuc
BMPOGHNYOTO
npouecy Ta/abo
10ro KOHTPOSH0.
Compression
mass for tablets:
IPC:
Appearance,
Loss on drying,
Bulk density,
Flowability
Tableting:
IPC: ...
Appearance,
Dimensions,
Uniformity of
mass
3miHu | Tuny -
3MiHV 3 SKOCTi.
FoToBwiA
NiKapcbKuii
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

3aci6. 3MiHM Yy
BMPOGHULTBI.
3MiHn
BUNpobyBaHb
abo gonycTumumx
Mex,
BCTaHOB/IEHUX Y
cneumdikauisx,
nig vac
BMPOGHMLITBA
roToBOro
nNikapCcbKoro
3acoby
(aopaBaHHA
HOBOro MeToay
BMNPOOYBaHHS
Ta fonNycTUMUX
MEX).
BBefeHHA
KOHTPO/0
30BHILUHIX
napameTtpis
TabneTkun B
npoveci
TabnetyBaHHsA
(oopaetbes
napameTp
«Po3mipu»
(Dimensions)).
[MponoHoBaHa
peakuis:
3.2.P.3.3 Onuc
BMPOGHNYOTO
npouecy Ta/abo
A0ro KOHTpPOSH0.
Compression
mass for tablets:
IPC:
Appearance,
Loss on drying,
Bulk density,
Flowability
Tableting:
IPC: ...
Appearance,
Dimensions,
Uniformity of
mass
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

3MiHu | THny -
3MiHu 3 aKOCTi.
[oToBwiA
nikapcbkuii
3aci6. 3miHn y
BMPOGHMWLTBI.
3MiHK
BMnNpobyBaHb
abo gonycTummx
Mex,
BCTAHOB/IEHNX Y
cneuudikauisix,
nig vac
BMPOGHMLITBA
roToBOro
nikapcbkoro
3acoby
(mopaBaHHA
HOBOro mMeToay
BMNPOBYBaHHSA
Ta AonycTMmnX
Mex). BBegeHHs
KOHTPO/0
Tabnetok B
npoueci
TabnetyBaHHs
(mopaetbes
napameTp
«OAHOpPIgHICTD
macu»
(Uniformity of
mass)):
[MponoHoBaHa
pejakuis:
3.2.P.3.3 Onuc
BMPOGHNYOTO
npovecy Ta/abo
A0ro KOHTpPOsH.
Compression
mass for tablets:
IPC:
Appearance,
Loss on drying,
Bulk density,
Flowability
Tableting:
IPC: ...
Appearance,




Hassa
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n/n

JliKapcbKo20
3acoby

MixkHapoo
Ha
HerameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

@opma surycKy

(nikapcbka
popma,

ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina

BUPOOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep

peecmpayitiHo
20

nocsioYeHHs

Dimensions,
Uniformity of
mass
3MiHu | Tvny -
3MiHu 3 aKOCTi.
[oToBwiA
nikapcbkuii
3aci6. 3miHn y
BMPOGHWLTBI.
3MiHK
BMnNpobyBaHb
abo gonycTumumx
MeXx,
BCTaHOB/IEHNX Y
cneumdikauisx,
nig vac
BMPOGHMLITBA
roToBOro
nikapcbkoro
3acoby
(BnyYeHHs
HecyTTeBOro
BMNPOOGYBaHHS B
npoveci
BMPOGHNLITBA).
BunyyeHHs
KOHTPO/O
BMICTy pyTO3uay
(Rutoside
content) B
npoueci
BMPOGHMLTBA Ha
eTani
«Tableting» n.
3.2.P.3.3. Onuc
BMPOGHNYOTO
npovecy Ta/abo
1i0ro KOHTPOSIHO.
3Minn | Tuny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aCi6. 3MiHN y
BMPOGHULTBI.
3MiHn
BUNpobyBaHb
abo gonycTummx

MeX,




n/n

Hassa
JliKapcbKo20

MixHapoo
Ha

Hasga
diroyoi

Koo
ATX

dopma sunycky

3assHuUK

360
KpaiHa

3acoby

HernameH
mosaHa
Haszsa*

pe4dyoBsuUuHU

(nikapcbka
¢hopma,
ynakoska)

3asisBHU
Ka

Bupo6Huk

KpaiHa

BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

BCTaHOB/IEHNX Y
cneumdikauisx,
nig vac
BMPOGHMLITBA
roToBOro
nNikapcbKoro
3acoby
(BunyyeHHs
HecyTTEBOro
BMNPOGYBaHHS B
npoueci
BMPOGHMLTBA).
BunyyeHHs
KOHTPO/IO 3a
MOKa3HUKOM
iaeHTudiKaLin
(Identity) B
npoveci
BMpOGHMUTBA Ha
etani
«Tableting» n.
3.2.P.3.3. Onuc
BMPOGHNYOTO
npouecy Ta/abo
10ro KOHTPOSH0.
3Minn | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHULTBI.
3MiHn
BMNpobyBaHb
abo fonycTuMmx
MeXx,
BCTaHOB/IEHNX Y
cneumadikauisx,
nig yac
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby
(BUNyyeHHs
HecyTTeBOro
BMMPOGYBaHHS B
npoueci
BMPOGHMLITBA)

(B.1.6.5. (8) 1A)




n/n

Hassa

MixkHapoo

Hassa

Koo

®Popma sunycKy

3assHuUK

361

JliKapcbKo20
3acoby

Ha
HernameH
mosaHa
Haszsa*

diroyoi
peyosuHuU

ATX

(nikapcbka
c¢hopma,
ynakoska)

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina

PeecmpayitiHa
BUPOOGHUKa

npoyeadypa

Ymosu
sionycky

Pexknamys
aHHA**

Howmep
peecmpayitiHo
20
nocsioYeHHs

BunyyeHHs
KOHTPO/IIO 3a
NOoKa3HUKOM

Mikpo6ionoriyHa
yucroTa
(Microbiological
testing) B
npoueci
BMPOGHMLTBA Ha

eTani

«Tableting» n.
3.2.P.3.3. Onuc
BMPOGHNYOTO
npouecy Ta/abo
0ro KOHTPOJIHO.
3MiHu | TNy -
3MiHM 3 SIKOCTI.

[oToBMIA

nikapcbkuii
3aci6. 3MiHn y
BMPOGHWLTBI.
3MiHu
BMnNpobyBaHb
abo gonycTummx
MEX,
BCTAHOBJIEHUX Y
cneuudikauisix,
nig vac
BMPOGHMLTBA
roToBOro
nikapcbKkoro
3acoby
(Bny4eHHs
HecyTTEBOrO
BMNPOOGYBaHHS B
npoueci
BMPOGHULTBA).
BunyyeHHs
KOHTPOJTIO 3a
NOKa3HUKOM
ineHTnikauia
(Identity of the
tablet) B npoueci
BMPOGHMLITBA Ha
eTani
«Packaging» n.
3.2.P.3.3. Onuc

BMPOBHMYOTO




Hassa

MixkHapoo

Hassa

Koo

362

n/n

JliKapcbKo20
3acoby

Ha
HernameH
mosaHa
Haszsa*

diroyoi
peyosuHuU

ATX

®Popma sunycKy

(nikapcbka
c¢hopma,

ynakoska)

3assHuUK

Kpaina
3as8HU
Ka

Bupo6Huk

Kpaina
BUPOOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Pexknamys
aHHA**

Howmep
peecmpayitiHo
20
nocsioYeHHs

npovecy Ta/abo
0ro KOHTpONIo.
3Mminu | TUny -
3MiHU 3 SKOCTI.
FoToBwiA
nikapcbknii
3aci6. 3MiHM Yy
BUPOBHMLITBI.
3MiHK
BUNpobyBaHb
abo gonycTummx
MEX,
BCTAHOBJIEHUX Y
cneumdikauisx,
nig vac
BMPOGHMLTBA
roToBOro
nNikapCcbKoro
3acoby
(BUANy4YeHHsA
HecyTTEBOrO
BMNPOGYBaHHS B
npoweci
BYPOGHULITBA).
BunyyeHHs
KOHTPOJII0 3a
NOoKa3HUKOM
«[MOpiBHAHHSA i3
CTaHZapTHO
YMakoBKOK»
(Comparison
with standart
packaging) B
npoueci
BMpPO6GHMUTBA Ha
eTani
«Packaging» n.
3.2.P.3.3. Onuc
BMPOGHNYOTO
npouecy Ta/abo
0ro KOHTpONIo.
3Mminu | Tuny -
3MiHUM 3 SKOCTI.
FoToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULITBI.

3MiHN
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
BUNpo6yBaHb
abo gonycTumumx
MEX,

abo gonycTummx

BCTaHOB/IEHNX Y
cneumdikauisx,

BMPOGHMLITBA

BCTaHOB/IEHNX Y
cneumdikauisx,
nig vac
BMPOGHMLITBA
roToBOro
nNikapCcbKoro
3acoby
(BunyyeHHs
HecyTTEBOro
BMNPOGYBaHHS B
npoueci
BMPOGHMLTBA).
BunyyeHHs
KOHTPO/IO 3a
MOKa3HNKOM
«Homep cepii»
(Batch
designation) B
npoueci
BMPOGHMLITBA Ha
eTani
«Packaging» n.
3.2.P.3.3. Onuc
BMPOGHNYOTO
npovecy Ta/abo
A0ro KOHTpPOsH.
3Mminu | TUny -
3MiHM 3 SKOCTi.
FoToBwiA
nikapcbknii
3aci6. 3MiHM Yy
BMPOGHULTBI.
3MiHn
BUNpo6yBaHb

MeX,

nig vac

roToBOro
nNikapcbKoro
3acoby
(BunyyeHHs

HECYTTEBOIO
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Ne Hassa MixHapoo Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3as8HU BUPOOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiHo
3acoby HerlameH | pe4YyoBUHU ¢hopma, Ka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*

BMNPOGYBaHHS B
npoueci
BMPOGHMLTBA).
BunyyeHHs
KOHTPOJII0 3a
MOKa3HNKOM
«[epMeTUYHICTb
6nictepa»
(Tightness of the
blister pack) B
npoueci
BMPOGHMLTBA Ha
eTani
«Packaging» n.
3.2.P.3.3. Onuc
BMPOGHNYOTO
npouecy Ta/abo
I0ro KOHTPOSH0.
3MiHu | TNy -
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. 3MiHN Y
BMPOGHMWLTBI.
3MiHK
BMnNpobyBaHb
abo gonycTummx
Mex,
BCTaHOB/IEHNX Y
cneuudikauisix,
nig vac
BMPOGHMLITBA
roToBOro
nikapcbkoro
3acoby
(Bny4eHHs
HecyTTeBOro
BMNPOGYBaHHSA B
npoveci
BMPOGHULTBA).
BunyyeHHs
KOHTPOJII0 3a
MOKa3HUKOM
«[oBHOTa
HanoBHEHHSA
6nictepa»
(Completeness
of the blister
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

pack filling) B
npoueci
BMPOGHMLTBA Ha
eTani
«Packaging» n.
3.2.P.3.3. Onuc
BMPOGHNYOTO
npouecy Ta/abo
I0ro KOHTPOSH0.
3MiHu | TNy -
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTponb
[L0NOMIDKHMX
peyvoBuH. 3MiHa
napameTpis
cneuudikauin
Ta/abo
[0MyCTUMNX
MexX Ans
[0NOMIKHOT
peyoBUHN
(BnnyyeHHs 3i
cneuudikawii
He3HayHoro
nokasHuka
(nanpuviknag,
3acTapinoro
noKasHUKa)).
BunyyeHHs
nokasHuka
«MikpobionoriuH
a uncrota» 3i
cneumdikawii
KOHTPO/O
[0NOMIKHOT
peyoBUHN
MarHito cteapar.
3MiHu | TNy -
3MiHK 3 SKOCTi.
[oToBwiA
nikapcbkuii
3aci6. KoHTponb
[L0NOMIDKHMX
peyvoBuH. 3MiHa
napameTpis
cneundikaui




3assHUK

366
Kpaina

Bupo6Huk

Kpaina
BUPOGHUKa

Ymosu

PeecmpayitiHa
Bionycky

npoyeodypa

Peknamys
aHHS**

Homep
peecmpayitiHo
20

n/n

Ha3ssa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Hassa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

®opma sunycky
(nikapcbka
thopma,
ynakoska)

3asisBHU
Ka

Ta/abo
LONyCTUMUX

nocsioYeHHs

MeX ans
[LOMOMDKHOT
peyYoBUHN
(BUNyYEHHA 3i
cneundikauii
He3HayHoro
nokKasHuka
(Hanpuknag,
3acTapinoro
noKasHuKa)).
BunyyeHHs
noKasHuKa
«Mikpo6iosioriuH
a uncrorta» 3i
cneungikawii
KOHTPO/TI0
[LOMOMDKHOT
peyYoBUHN
KpocnosigoH.
3MiHu | TNy -
3MiHK 3 SKOCTi.
[oToBwMIA
NiKapCbKuii
3aci6. KoHTponb
[L0NOMIDKHMX
peyoBuH. 3MiHa
napameTpis
cneumdikayi
Ta/abo
[0NyCTUMUX
MeX ans
[LOMOMDKHOT
peyYoBMHN
(BUTyYEHHS 3i
cneuudikawii
He3HayHoro
nokKasHuka
(Hanpuknag
3acTapinoro
noKasHuKa)).
BunyyeHHs
noKasHuKa
«MiKpo6iosIorivH
a uncrorta» 3i
cneumdikawii

KOHTpPO/1H0
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

[0NOMIKHOT
peyoBUHN
Lientonosa

MiKpOKpUCTaniyH
a. 3minu | Tuny -
3MiHK 3 SKOCTi.
loToBwiA
nikapcbkuii
3aci6. KoHTponb
[L0NOMDKHUX
peyoBuH. 3MiHa
napameTpis
cneuudikayii
Ta/abo
[OMyCTUMNX
MeX Ans

[OMOMXHOT

peyoBVHN
(BunyyeHHs 3i
cneumdikawi

He3Ha4Horo
nokasHuka
(hanpuiknag,

3acrapinoro

NoKa3HWKa)).
BunyyeHHs
nokasHuka

«Mikpo6ionoriuH
a uncrota» 3i
cneuudikauii
KOHTPO/0
[OMOMXHOT
peyoBVHN
KpemHito
aiokeng,
KONOigHWI
6e3B0AHWIA.

156.

IOBEHTA®

Valsartan
and
sacubitril

Cakybitpun
nTa
BasicapTaH
(y surnagi
Komnekcy
HaTpieBoil
coni
caky6iTpun
nyi
BasicapTaH
y

C09DX0
4

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO10, M0 50
mr no 10 Tabnetok
y 6nicTepi, no 3
abo 6 6nictepiB y
navu

AT
"®Gapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH
ao
peecTpauinHux
MaTepianis:
3MiHK, Wo
notpebytoTb
HOBOI
peecTpau;i
(reHepuyHwii
N3) (3rigHo
Hakasy MO3 Big

3a
peyernmom

He
niosisieae

UA/20995/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

(caky6iTpun
n/sancapt

aH))

23.07.2015 Ne
460). 3miHa
cunm g,
nikapcbkoi
hopmu Ta
cnocoby
3acTOCyBaHHS:
[0AaBaHHsA
HOBOI cunu aii
(3aTBEpPAXKEHO:
100 mr ta 200
M)

IHCTpyKUis ans
MeAn4YHOro
3acTocyBaHHS
nikapcbKoro
3acoby (eCTD
Bepcis 0007)
TekcT
MapKyBaHHS
yMakoBKu
nNikapcbKoro
3acoby (eCTD
Bepcis 0009)
MeToaun
KOHTPO/IHO AKOCTI
nikapcbkoro
3acoby (eCTD
Bepcis 0008)
3BIT 3rigHO
poparky 29
Mopsaky (eCTD
Bepcis 0001)
3BIT 3rigHO
nopatky 30
Mopsaky (eCTD
Bepcis 0003)
Mnax
ynpasniHHA
pu3nkamm
Bepcis 4.0
noromxeHa
(eCTD
nocniAoBHICTb
Ne 0004).
MepiognyHicTb
noAaHHs
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HernameH
mosaHa
Haszsa*

Hasga
diroyoi
peyosuHuU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asB8HU
Ka

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsT**

Homep
peecmpayitiHo
20
nocsioYeHHs

perynsipHo
OHOB/IIOBAHOMO
3BITY 3 6e3neku,
BiAgNoBigHO A0
Mopsaky
3[iiCHEeHHS
hapmMakoHarnag,
Y,
3aTBEPKEHOr0
Hakasom
MiHicTepcTBa
OXOPOHMN
3[0p0oB’A
Ykpainu Big 27
rpyaHsa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTBi
toCTULT YKpaiHu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa
OXOPOHMN
3[,0p0B'A
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTL!
3rigHo 3i
cTpokamu,
3a3HaveHumn y
nepioguyHoCTi
nogaHHs
perynspHux
3BITIB 3 6e3neku.

* gidnosidHo Ao iHghopmayii ogpiyitiHozo catimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxers (https://www.whocc.no/atc_ddd_index/)
**y pasi BHECEHHS 3MiH 00 IHCMPYKYT Npo MeduyHe 3acmocyBaHHSI

HauvannbHukK
dapManeBTUYHOr0 yIpaB/IiHHA

Onexkcangp I'PINEHKO
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ITEPEJIIK

Aopartok 4
[0 Hakasy MiHicTepcTBa OXOPOHMU

3popoB’s  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpaliito)
NiKapcbKnx 3aco6iB (MegnuHNX
iMyHOGionoriuHux npenaparis) Ta

BHECEHHA 3MiH fo
marepianiB»
Big_ 03 simnas 2026 poky Ne 901

peecTpauiiiHux

JIIKAPCHKHMX 3ACOBIB, IKVM BIIMOBJ/IEHO B JIEP)KABHIM PEECTPAIIIL, IIEPEPEECTPAIIIL ABO Y

BHECEHHI 3MIH /10 PEECTPAIIIMHIX MATEPIAJIIB

Ne Ha3ssa dopma sunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa rMiocmasa lpoyedypa
n/n JliKapcbK0O20
3acoby
1. HEBIBONOMY MOPOLLOK TOB HB® Ykpaina UxeussaH Xyaxai . 3acigaHHa HTP | BigmoBuTM y 3aTBepmxeHHi - nepepeecTtpauia. [pu
rigpoxnopung (cybeTaHuis) y "MIKPOXIM" dapmacboTukan Kurain Ne 24 npoBefieHHi NepeBipkn BiANOBIAHOCTI HaAAHUX MaTepianis LWoAo
nonieTnIeHoBmX Ko., NTa. Bif 18.06.2026 akocti APl HEBIBONONY  TIAPOXNOPWL  BusBNeHO
naketax HeBIANOBIAHICTL MK cepTudikatom sKkocTi Ta MKA  3a
nokasHukamu: igeHTudikalis;soga; xnopuauw; crepeoisomepHa
4yncToTa; CYNPOBIAHI AOMILIKW; 3a/IULLIKOBI PO3YMHHUKM; PO3MIP
YacTUHOK; Mikpo6ionoriyHa uncToTa
HauanbHUK

dapmaleBTUYHOr0 yNpaB/IiHHSA

Onekcanap I'PIHEHKO
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