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MHH3IPAB POCCHH
10. 04 2023

MUHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUMCKOU OEJIEPALIMU

COTJACOBAHO

MHCTPYKLIMA
10 MeIMLIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOIO Tperapara

AnBanran®

HAUMCHOBAHHE JICKAPCTBCHHOTO Iperapara

Ma3b JJIsl HAPYKHOT0 npuMeHenust (ckupuas), 0,1%

JICKapCTBCHHAasA (bopMa. JA03HUPOBKa

JIEO ®apma Manydskuypunr Uraau C.p.a., UTtanus

HAaUMEHOBAHHUEC ITPOHU3BOJIUTEITA, CTpaHa

N3menenue Ne 8

JlaTa BHeceHus: MI3meHeHUs «

10. 0 & 2023
» 20 T.

Cra pasi pealaKuus

HoBas pepaxkuuns

PerncrpannonHbiii HOMep:

Homep pPerucTpauMoOHHOroO

YAOCTOBEPEHHS:

Toprosoe nazpanue: Aipanran ®

Toprosoe HaumMeHoBaHHe: AjBaHTaH"

Cocras:

| r Ma3u OKMPHOM) COIEPIKUT:
JelcTByomee BeLleCTBO:
MeTuinpeHu3o0Ha atenonart 0,001 r.
BenomorarenbHble BelecTsa:

napapun Oenwlit msarkuii — 0,425 T,

napapun xkuakui — 0,394 1, Bock

CocraB

1,0 r Ma3u (KUPHOIT) CONEPIKUT:
eticmeyrowee 8eUIeCMBO:!
meTtuianpeasusoona auenoxar 0,001 r.
Bcnomocamenonvie sewjecmsa. napadux

Oenblii Mmsarkud — 0,425 r, napadun

KUJIKUHA - 0,394 T, BOCK




M3smenenne Ne 8 kK MHCTPYKUMH 110 MEIMLIHHCKOMY

(§9]

MPUMEHEHUIO C.

Crapas perakuusi

HoBasi pepakuus

mukpokpucramueckuit — 0,150 r, macio
KacCTOpPOBOE  TI'MAPOreHU3MPOBAHHOE  —
0,030 .

MUKpoKpuctauyueckuit  — 0,150
Macio KacTOpoBOE

rujporenusupoBantoe — 0,030 r.

VYei10BHSI XpaHeHHS
[Tpu Temneparype He Bbite 30 °C.
XpaHUTh B HEAOCTYIIHOM Ui JAeTei

MECTE.

YeioBusi XxpaHeHus

XpaHUTh TpU TeMIepaType He BblIllIe
30 °C.

XpaHUTh B HEJOCTYIIHOM JUIsl JIeTe

MECTCE.

Cpok roaHocTn

5 ner.

BekpeiTyto TyOy XpaHMTh B TeueHHe 3
MeCSLEB.

He I[NPUMEHATL IO HMCTEYCHHH CpPOKa

Cpok roaHocTu

5 ner.

BekpeiTyto TyOy XpaHuTh B TeueHue 3
MecCsILEB.

He wucnons3oBaTh 110 HCTEUYEHHHU CpoOKa

FOJIHOCTH. FOJIHOCTH.

Baanesnen perucrTpannonsoro | Binagenen PerHcTpPalHOHHOTO
YAOCTOBEpPEHHS: yA0CTOBepeHHs

JIEO ®apma A/C JIEO ®apma A/C, Jlanus
WHaycTpunapkex 55, JIK-2750 | UnaycTpunapkex 55, HK-2750

bannepyn, Jlanus
LEO Pharma A/S,
Industriparken 55, DK-2750 Ballerup,

Denmark

bamnepyn, /lanus.

IIpousBoauTens/Boinyckarwommnii

KOHTPOJIb KayecTBa:

JIEO ®apma Manydokuypunr HWranu

IIpousBoauTe b (Bce CTaaAHH, BKIKOYAS
BbINYCKAKIIHI KOHTPOJIbL Ka4ecTBa)

JIEO ®apma Manydokuypunr MHWranu




N3menenne Ne 8 k UHcTpykimy no MeAMIIMHCKOMY PUMEHEHHUIO

C.3

Crapas pearakuus

HoBas pepakuus

C.p.n., Utanus
Bua D. Ilepunr, 21, 20090 Cerpate
(Mwunan), Utanus

LEO Pharma Manufacturing Italy S.r.l.,
Italy

Via E.Schering, 21,

(Milan), Italy

20090 Segrate

C.p.n., Utanus
Bua D. Ilepunr, 21, 20054 Cerpate

(Munan), Utanus.

MeHne pkep 10 peryIsiTOpHbBIM BOIPOCaM
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