NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHAMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLI, AMNOHII,

ABCTPAII

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby NocBi0YeHHs1
1 KEHIPEKC MOPOLLOK AN1A KOHLeHTpaTy K'esi ABCTpis BMPOGHULITBO, KOHTPO/b ITania/ 3MiHu Wwoao 3a UA/17224/01/01
An ONs1 pO34MHY NS iH'ekuin / | ®apmac'toTik SAKOCTi Ta NEePBUHHE HimeuunHa 6e3nekn/eheKTUBHOCTI Ta peyenmom
iHdysii, 50 mr; 10 en3 M'meXxX nakyBaHHS: hapmakoHarnagy (iHwi 3miHn)
(pN1aKOHIB 3 NOPOLLKOM Y MateoH Itania C.n.A., (B. (x), IA)
ch/1aKoHi B KAPTOHHIi ITanisa 3MiHN BHECEHO B TEKCT
KOpPOO6Li 3 MapKyBaHHAM BTOPVIHHE NaKyBaHHSA: MapKyBaHHs BTOPVUHHOT
iTaniNCbKOIO, HIMELbKOI Ta K'esi dapmaueytuui C.n.A,, ynaKoBKU NikapcbKoro 3acoby y
aHrniicbKo MoBamu 3i ITania n. 17. «IHWE», a came
CTiKEPOM YKpaiHCbKOO BUMYCK cepil: YTOYHEHHS iHdhopMaLii Wwoao
MOBOIO JOiacbapm Mmb6X & Ko. KT, NoroTuny 3asBHUKA.
HimeuyunHa BBefeHHs1 3MiH NpoTArom 6-Tn
MicsiLiB Nicnsi 3aTBEPAKEHHS.
2, CIBPABA PO34mnH ANns iH'ekui, 284 HoBaprTic LLiseliuap BMPOGHULTBO, NEPBUHHE ABcTpis/ B.l.a.2.a, IA - Changes in the 3a UA/19037/01/01
mr/1,5 mn; no 1,5 mn OBepci3 i nakyBaHHs, BTOPUHHE HimeuunHa/ | manufacturing process of the AS peuyenmom
pPO34MHy y nonepeaHbL0 IHBECTMEHTC nakyBaHHS, KOHTPO/1b ITanis/ - Minor change in the
HanoBHeHOMY LwNpuL; no 1 Al AKOCTI (4aCTKOBWIA), BUMYCK ®paHuis/ manufacturing process of the
nonepeaHbL0 HaNnOBHEHOMY cepii: HosaprTic IcnaHis/ AS:
LUNPULYY B KAPTOHHI PapmacbloTuKan CnoseHis/ Minor change in the
Kopobui MaHydakTypiHr TM6X, LBeiuapis manufacturing process of the

ABCTpIs1; BUNYCK CEpIil:
CaHpo3 'm6X, ABCTpis;
BMNyCK cepiii: HoBapTic
dapma Mv6X, HimeuumnHa;
BMPOGHMLITBO CTEPU/IBLHOTO
nikapcbKoro 3acoby -
acenTuyHa nigrotoska
Crepwunisauis -
hinbTpauisi, KOHTPOb
SAKOCTi ((Pi3VKO-XiMIYHWIA,
BionoriyHni,
Mikpob6ionoriyHuii -
CTEPW/ILHICTL), MepBUHHE
nakysaHHs: KopgeH ®apma
C.n.A, Nigpo3sain UP3,
ITanisi; BTOPMHHE

active substance to implement
an optional capping
step in the sense strand
synthesis at 960 mmol scale in
line with established set-up at
1680 mmol scale
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Homep
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nakysaHHsa: KopaeH ®apma
C.n.A,, ITanis; BTOpUHHe
nakyBaHHs: dapmsior
dapma ogxncTik FTM6X,
HimeuuunHa; BTOpUHHE
nakyBaHHs: Jendapm
XtoHiHr CAC, dpaHujis;
BTOPUHHE NaKyBaHHSA:
Mikinr ®apma C.A., IcnaHis;
BTOPUHHE NaKyBaHHS:
HOMC Xenckep ITanisa
C.P.N1., ITanis; KOHTpoOb
AKOCTI (hi3nKo-XiMiYHMIA):
Yenab C.p.n., Itanis;
KOHTPO/1b SKOCTI
(vacTkoBwuin): HoBapTic
dapmacbloTuKas
MaHydhakTypiHr JI/1C,
C/0BEHifl; KOHTPO/Ib AKOCTI
(vacTkoBuif): Jlek
dapmacboTukasic 4.4.,
C0BEHiIfl; KOHTPO/Ib AKOCTI
(vacTkoBwuin):HoBapTic
dapmacbroTukasn
MaHydhakTypiHr JI/1C,
CnoBeHisl; KOHTPOJIb AKOCTI
(vacTkoBwif): HoBapTic
dapma LTeliH Al TekHikan
OnepeiiwH3 LBeiid,
LTeliH CTepaiins,
LLiBeiuapisi; KOHTPONb
AKOCTI
(vacTkoBuiA):HoBapTic
dapmacbloTuKasl
MaHydakTypiHr TM6X,
ABCTpIst

TAPA®O/N

TabneTkn, BKpUTI
N/1iBKOBOK 060JI0HKOIO, NO
500 mr/200 wmr, no 12
TabneTok y 6nictepi, no 1
abo 2 6nictepu B
KapTOHHIA Kopoobui

M.BIOTEK
NIMITEA

Benvka
BpuTaHis

Meppalik limitepn,

IHaisa

3MiHn | Tuny: 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta

thapmakoHarnsagy (iHwi 3miHm)
(B. (x),IA), 3miHM BHECEHO B
TEKCT MapKyBaHHA NepBMHHOI Ta

BTOPWHHOI YNakoBKM

nikapcbKoro 3acoby, a came: Ha
BTOPWHHI yNakoBLji OHOBNIEHO
iHhopmalito Loao Homepy

6e3
peuenma

UA/18174/01/01




Ne

HasBa

®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

peecTpaLiiHoOro NocBig4YeHHs Ta
HOMepYy niueHsil, 3 NyHkTy 17
"IHLLE" BuganeHo iHcopmaldiito
LLIOA0 KOMMAHIT, sika 34iCHIoE
MapKeTUHT Ta A04aHO
iHhopmaLito NPo HasBHICTb
noroTuny 3asBHUKa, a TakoX
[AeTas1i30BaHO HasiBHY TEXHIYHY
iHbopmauito. Ha nepBuHHIiA
ynakoBL,i 3 NyHKTy 6 "IHLLIE"
BUAaNIeHO iHhopMaLLito LWwoao
HasABHOCTI TeXHiYHOI iHdhopmauii
Ta J04AaHO noroTnn 3asBHMKA. .




