EEO—-ILBEERNAHE
IR HE&EF

AE R FLH S =1 ISR D MR R OB O FAE I,
EA7 7 —~vHASHIT/BETLIHOTHY, YXEHRE
WIEE AU ORI BRI TS Z LI TEEEA,

EA77—I4hAE%
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e
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PEG polyethylene glycol (ZRV =F L > 7 U a—)L)
P-gp P WE7- A B




1.5 ERXEIERORBRUHAREDREE

1.5 ERXEIEROBEERUVRREDREE
1.5.1 ERERXIERDERE

AJGS55 (A c BT 284 - MOVICOL®) (XA Y =F L 7 1) =—/L (PEG; polyethylene
glycol) & Fplsy & L7-8AIT, Norgine BV. (LT, Norgine ff) 23BH% L. FEIZI\T 1995
12 ARk (25%ELE) | 2002 4 10 AIZ/NR (2 a%~11 5%) OEEFEREO/NE (5 ~11
i) OEZEAROMIL TGRS 4L, 2018 4 6 ABE, BRINAHF.OICHRR 37 » ETHERRE I TN D,
2] 2o | ERTTH 47 ERASIRFE S HL, FH 720 P TRAIES 1,900 A, /NRIES 118 75
NI ST D, MOVICOL®lE, PEG3350 (AJG55S Tik, MOVICOL®D /D 5 5. IR
! | [
) 1 E LRI 0 RS~ K 0D BT A RN S TR Sy
AREENICEHEE T E THEEEAEBRIEL 2 LICLVRERT, £712. BROEFE T
CAEHEREL, BHOKGORFBLEEZBEEY L LoVIREFT 5720, b U A REEKFET

N D AROHEALD ) O L%EEH LTS, REBOFENESTH 578D GoLYTELY®<° NuLYTELY™
L BETESAIE LTHOWSBRTERY, RIS L CHLUEERN S S 2 L AVEE S, Norgine
FEiE NuLYTELY O A 24y & 7 UL & 72 5 X 5 12 MOVICOL® & L %5 L. 15+ T
5 - IRFET HICE -T2,

AJGS555 6.9 g X ¥4 % PEG BAERUHI O NuLYTELY ® O A 20145 O FRE B ONTHIR IR 0 i Fir %
F 15117 LTz, 20X 912 AIG5556.9 g 1, NuLYTELY* O A4y & IRIER UFAREEZ /2
Do NuLYTELY®IFEF OF U O hA A4y, BT A Ay, WHEAFRRBARFEA 401,
AF H1 D Z i & O BEME OZZEHIWRAL & 3w OFEHRREA R D, S BIZIERINME TG HETEMED
bH~raad— i, BEEREMORER E MEORBEEONRT AERD ZERMLATND
D ZoZ b, ML TR NuULYTELY® & ZIEFEE & 72 5 AJG555 6.9 g ThRIEED
TER D EIF Sz,

# 1.5-1 AJG5556.9g R U NULYTELY®DH AL 5 DHE R

AJG55569 g4 NuLYTELY®
B =S R R DR B =8 TR D

(g/8) (g/L) (g/8) (g'L)
< 7 12—l 3350 6.5625 105 420 105
HAEFRY A 0.1754 2.806 11.2 2.8
IREEARFET R U A 0.0893 1.429 5.72 1.43
Hibh ) oA 0.0251 0.402 1.48 0.37
AR 0.0625L 4L

MOVICOL®D M BT 2 HFHE, AR O EE O@RMEERICHT2H&EIT, 137¢8% 1 H
BAR3E (BEERE) . £, 2~11 BO/NRIZIE MOVICOL® Paediatric Plain 6.9 g @13t & h
TELH, 1l HERK4AEZEEFETHD,

WS Tl PEG AR AR OVNRIZHIT 5 BYEEROIEERKE L TEH S T\ 5, PEG &
AIXLZL2TERICEHTHL LW I +RRIET UVARELATEY, BHAETY 7RS0T
HTAITHAT 7 Yu—RE ERIAHEIREINTWE P Y, T, HA FFAr~ORH LD
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» . NICE (National Institute for Health and Care Excellence) A K7 A > (2010 4) CTix/NE{EH
(ZX L TPEGHAIZ 7 7 —A b T A & LTUERISGEC THEZME LRI 5 L s T
W5 Y ARk N S AL 2RATIE S22 (The North American Society for Pediatric Gastroenterology,
Hepatology and Nutrition) D% A RZ A 2 (2006 4F) T, /NEEFLOIREIC PEG A 245 H
DT ENHERS TS Y, RSB LT H R LA S (World Gastroenterology
Organization) DA K7 A > (2007 4) 2BV T, PEG BFIPEAEREIL L LRl ST\ b
O AR TIPS REMEERIERZE AT A R T A L IZ PEG IZOW TR SN TH AR | 18k
EROEISTE D LI TVRWORBURTH Y | BARPFFEIN TV,

LLED Z &b AIGSSS IZENIZEB W THAZMED < o2 8/ & LT, RVEERIGHE
DR 7RBPR L 722 Z L3I SN D,

152 FEHWOEREEVLR

1521 BFEHOER. 7ERVEF

ARIRIZBNT, T E CTHIEREFRN - 7208, 2017 4 10 HRITOBMEEZED A R
TA VY IC KR, ERICER S X, AN HE & 3 H &+ B o Ic gk H T
VIR EEFRESND, e MERE] &iE, BRI L ERPERN, REIRRZLE L
THLATHY, TOMERE LU THERIEGAIC L2 b0 (8. BEHE&R L) | sElc X
L0 (PHERE, WEORERE) LEPFHEEIC L2 b0 RETHHYEEREE, #WEDORKE,
AR & Z D7 O ORIER &) 030 %, [EEEIIIZIE 2006 42 5 A 12563 S 1172 Rome 111 2 FL e
IC L DHEREMEFER O ERNHV LR TE 722 19 (£ 1.5-2) . 72¥. 2016 4E 5 7 IC Rome IV 23%
FEINn ' | FEREPEER O ZEILYET Rome [T & FEETH 5,

DBETE, LRTE 0 KIS X 2 58N S DBEEN S 20, BEREMEME R, BEEIIE
Gept (ERAY) | JEMEPEMERL, AR XL OSERERIC YT bd P, EERRICIE. P
(B & R L 3 KRG AR & PR R EE A etk & 3 A EHEHIBEE & W o o RiRIc L D
SN TH D, L LR D, JRRBIC K D0 EAT D 72 OIS I R 8 R B Ao HE (o
WREZOHMIRENSLETH D70, AFTIEFM IRV CHFER B TEIT ST\ 5
X, ETBEFERMEZETA T4 0T, —RZECTLBMTREL 72D L 5| JRREIC
LD HEOFNS, FERO AT L o THHERERD A & PHERERNIC A EIN TN D, 7o, A
TOAREORIARE A HED HIZY T TL, G e T 2BEEZIREICT 2720, HAANKERED
REIZFVNT, Rome I OFEREMEERI OB LWL S E L Uiz, /-, EWIHRICBE L T, B
PERGIEERE (A6 & BEREME(ERL TR E 22281370 2 e P | B AEMERE & #E A AFL%T
RIZEHE DT,

ARINZIT D EMOFFEIL, Tk 25 FERAEEMRAIC I 2 & A1 1,000 N> & &k
48.7 N, B 260 ATHY | 9L FO/NETIEALD 1,000 A47-0 474 N, B 46 ATH
oz, =T, EMTEZ LTV AMREFRRIT, Ak 26 FREFEREICLD &, 209 HA (ek
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141 HAN, P68 FN) THY, ZOHIH 4L TO/NRIF27 HAN (KR 1.6 5N, BIR 1.0
FN) ThHot-,

SNV RS 2 FEE Lo WO R0 & LT, FR Tél%ﬂ%kl%m®%ﬁ H5D
UVVTBEFL B OBRME. ShIRICBITA R Ly h h—=2 7 FEICEBIT AEFOBEFR TO

w%@@ﬁ@3oﬂﬂ%nfwéo%E@H~7M@~4ﬁ@%4Vy%%v—:/ﬁ@%ﬁké
. PHERFOF AR EY e bAoA Ly b b L—=2 77 S K DR HEI S kA, R
([CHEE 2B 5 X D ISR D ATREENE 2 5N s Y,

INEOERII N0 TZARRBEH L TH, BRICHIE L, RAB~OBITH b7 < v, &
7o BYEFERL CIX, MO 7= O Lo K< WVEZ PR3 2 L HER O EE 2 X 729729
FEBITHEZ MBS 2 L O1CRY | EOMBRHNE LIRS D, 2O DKy @ﬁwﬂ
EEHE L, SOICEVESEE L, BEEE/Mikshs D,

ERARYNICHZV EIBENICERZRERSER SN D & BEREEAMET L, #2805 X
INTHRRDIBNE N ERF BN D LI, FEBRSEREZ ST L5122 b, o,
EHEROGIHE L LT, KIESIER L TBIRSIRE 2 E8 T2 2 &b IRESREBOHE L&
<, BEZ40% (LW TIXL66%., B TIX25%) ICHRMEIRBEYIEZ &7 L, [FERICEIR D
WOLIND, Flo, KBIE, BMURE IR, BEDREATIE 2K 20% 2780, HEERIEENEE R DR
REr2s, Lo THIO/NIOFERITEY 2 BYEEN RO NS Y,

& 1.5-2 HEEMEMOZEE%E (Rome lll (2006 ) ]

I
LU TORERD 2 2L EXd 5
HEH D 25%I2 VW& Bid 5
PR D 25% I RITIR(E F 72 1 TREFED B 5
BEE D 25% \ZFR(ERG B 5
BEE D 25% \ZEIGILM OPAZEE S 5 W IE 2 FE T2 U BB D
BE(E D 25% 12 HFANCHEEREOX G E LTW5 G, BT )
PEMEIEASEIS 3 BT
2. FHIZ b & EICHKIFIZ 22 5 2 & 13k
3B IERE (IBS) OREUEZTH7- S22
6 7 AL ENSRERMN D 0, il 3 v ARIE Lo EER - LTnD Zk
IR/
FEEEN D72 L b 4 Eo/NETIE, BITOHA DR EH 220 ERH Y | BEIEIGE RO
FEHER - KT b
1. 1EBIZ 2 EIELTFO A L TOHEE
L 7 EHIRIT 1 R OfE JeAL

®

o a0 o

=

2
3. [EEIRIET B LB O B EMEOITE OBEE
4. FAEED . HDOITMEVEBROBEE
5. EIBICKE REOFE
6. FAUDBFEEDLLHWVRERMBOREE
P, D b2 3 HiZhiY ., #81 ELLEEEA -
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BARMO/NEUTOHEEDOL /R &L 20081 s AU EHDZ &
1. 1M 2 [BILL T OHEE

2. MM UTOHPEZEELE, D & HEIC 1 BlOfEREE
3. BEOEORTE OB

4. RHELED . B DT MEBROBEE

5. HEIFICKE REHOFE

6. FAUDBFEEDLHWVRERBEOREE

BEFHEAR & LT, SYRIHE, SR T, RIS & 83 5
KE R EOPRER, BEHERITT CICilET 2

ST, BEERSE 2 BT, 55T TR A S HHET, 2 ORIEEOD /2 L b 1 25B 5
St MR HREND

1522 FEHOEYWAROHRIKEMER

FERTC X D EROIRHICITAEDNS - BFEE, WKL, A 47 10— Ry 7L, FIRaHE
ENRHNDLND, 209 BANE - SRS L EYIREDNMER ORISR Ch 525, 1GR3 72
<FE—SNTWaWD, ERIORBREIZE SNV TIRENR L SN TV LONRBURTH 5,

kA S LIS ERERAEE -2 RICE LD 10 D D0 Mmoo mAERIZII L A B
— 2 F N T LEOREME TR, AT TN T RANKY T = s AP AT 7 L
DRV TAL, Er /¥ R azxn7 7 — b U U LEORENME TAL, Bt~ 7 3x 0 L5
O TAINE L AOEHA SN TREY . AFRITBWTCIE, & <2 BHE FA & RBE FH123 2 H
INTE, UL, EETHATRENREATH LM~ 7 x> v A%, /NROBEIRNEZ < |
B~ RV AMIED Y A7 D=, @lE AR G LETHH LY | R TAICIX
EWIRICRE S BEME- S O RN H 5 720, BT 3R STy, /NETIET 7
YV a—2RELHNLND, HIRITZPEGIEE A TIEANW? Y, LT r R N AIAFME—O
TEPEERAAESE & LT 2012 FRIC Eifi SNBAEFEH I TV D0, /NRETOR SN, BRMEIEANH
THDHIED, A TITELDEHEE CTROLNATND,

WAL Tl PEG IJEHEEE D 1 DL 72> TW%, NICE HA K74 (2010 4F) CTld/hEFERIC
%L TCPEGHAZ 77 —A T A & LTUERIS U THEZHRE LR SEHNT S L ST
%Y AR TN REMEERMEZ R A BT A U IZPEGIZOW TR STV A 0D,
PP OMEINIFED 5TV, Lo TAIGSSS IEFENICBWTH/NNETIE 77 —A T A
YOS, AW THHRIaRRIRIC 2 5 2 L nlifF S D,

& 1.5-3 FLEWERE-E

¥R REBEDITRRESE FRM & TER
KGR T A 'R, B hFITIR T,
EazALT7yz—hrF YDA i - EEMEOME S V. EWE A (36t
vy %,
1BBENE T A W T A it~ 7R A ZAaMEIT S <, BRI ICE LT
W5,

QR RESIE N E oY (A
HELBRE DRETEIEET S,

PR T A F 7Y a—3A JFEEIREIEK TH DM, THIR R
I TW5,

B AFE - ANERBIICIRE S D,
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e T4 TV AT—AF KU 4 ZEMRE L RHERICEL T 5,
PRIZZNIEEEL A2,
DAL S50,

IR T AT FNY DY AZNFY T x| SRS EVEL 2L Al L PR

— kY RT )= Do

SRR (BUWMET | e m R b H5 B PN~ IR 3 b AR e U, HE(E {2

) W95, BIEA & L TELDEEE TR
HHID,

1.5.3 FRROERE

PEG HAII— BT U ANEFE CLEMENREWICE 20D LT, AARTIIREKRTHEATE 220
BURIZEE A, B AN SR IEAL 2T 2 7> & MOVICOL®?D BHFS ELEE 78 T OB D E
ATRGRIE « ISR (IR Sz, T ORER, 20154 A 22 HORSHEIC T, TE
W EOMFEENEOCESRKS] & UCEHMEi S A, R4S H 21 BIZEATE 2> 5 B R RS
(Bl EA 7 7 —~ MRSt (TR ERER RSN,

723, BA 7 7 —<HRASHIL, Norgine 1 &, AARIZI 1T 5 MOVICOL®DAM (5 72 P LA
ZGD T EIZOE | BIRE. S UNT T A& AR R LTV,

U EOREL B E 2 EA 77—~ HRASHIIARFIZI W TR K ORI OB ERR 2 )05 & L
T MOVICOL® (JRBRFEFRAIGFE 5 AJG555) DB ZBis L7z, 7238, 1§H D MOVICOL |35 D
T U= N RNIRIENTE b OB FET D5, /NRIZEB W T T L— "= STy
MOVICOL Paediatric plain 23 H B IR SN TV D, U EESFE X, AHIZENTH 7 L— =%
MEFICHE T2 iz L,

AFTIL, 2016 45 1 AR AZ &G L U728 ILAERABR, 2016 45 8 AIT/NE ARG L L= 10
FHERER % Bilds L7z,
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i

fa1

HE 4 R sk
e R R BTk EA
388 A |BE R USRS #HE
LEH #E
E 3. -
Stgy [FEMERERE $HE
L 5 R AE
e Tt
e B AR #HE
it 12 n g AE
EdIIEE] ER
R R IR EH
14 $HE
I #HE
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B A
=gl #HE
hRE I $HE
AN ] AE
FHiE R |
BERE i

& 1.5-4 BAFRDRRIE




1.5 ERXEIERORBRUHAREDREE

1.53.1 KREOHE

AJG555 BRENARIOMN T, Bk Ot RE £ 1.5-5 1277, EEAR I Norgine # X 1 &
AT DHTFET, KIS 2E58RE, RORABEEES (FE) ZKINTHRESNALTHWD
MOVICOL® Padiatric plain & [5l—L 5 ThH D, F£7=, AIGSSS BLENARIOG ML, LEtER
BT S, =il [ EA cEELL,

F 155 AIG55EEMARIDNE. BERUVERSR

fla B ik Fi 4 o (1abizn)
k%) A ~ 2 1 =—jl- 4000 6.5625 g
D% AR b8 [ 01754 g
ARy A& pREEAKFEF R 7 A 0.0893 g
ikl %) AR/ bR [ R 0.0251 g
&t 6.8523 g
e FTAI=hRITF LTI R—
[y 40N ke kL MBS

1.53.2 FFERAREHEBRDEME

PEG T CTILK MM ENTWDETEO—DOTH Y, REELS LIZBIZRAROVNRIZ W,
TREDPOAYRES THDHLEEZ LN TN A, AIGSS5 (X~ 7 b =—)L 4000 & EEHK Y &
L7-BEITH Y |, BFEER L L TOEBERZ T, WHESHUDERMDEIIEFHEOEKTH
0y, =71 a—/ 4000 OPFEALEROMNEEIC L DIBENA~OKSITEORE, EPKSBERUER
BT %, Elo, BRNOEME T - A& L, ZERKGORFELEZBEY 7R L~V
T8, AIGS55 (i3 T P Y oA REEAKET P Y O AROEAT U U ARTIMENTWS,

AJG555 DRI FEEE STV D PEG O BEMEFRIMEEIZ K 0 SN FTREZR 72 8D, ATG555 D%)
T2 BT AR ITEM Lo 7228, 2 1 —)L 4000 & 5T PEG 4000 % &A1 5 BEKER
BIH (BERSFAIEE T Ly 7@K Colofort® [AFAEFR) ) IZBWT, BENASEOHEM
TER. BB WNES OWER B ORRE WA DERFHR OFREER BRI T | v 7 ud—
JL 4000 ZE5H T 5 AIGSSS ICBW T HHHEREFHAAEIR D LB 26T,

AJGS5S IZElcE £ 5 L HEE S AR T80 PEG (PEG 600 DA U T —) OREIEIZBW
T, HEA) Iw—ImE Shinh, B TEWRE CRESNIZOATH-T-Z L6,
AJGS55 DTS L CHIRS T RBEHO § O 65 T PEG 11iE & A EWRIR E 720 2 & D3RR
Ihiz, PEGIZEAT DAFMLHH, WU GFRICIKFE L, - F RO L LTI B3
BHI L, ESTREO PEG IFEM R N hTIEE A WIS N WE S TFRIEEHTH S 2 L3k
WENTz, EHEERICA S PEG I S FIcERICRPICHR S A L B2 b b, RANCE
Fhathibr b U T A REEKET RU T AKROEAES Y 7 AOEENS OWIITBEF T, £
WCRPICHRE S5,

L72m- T, AIGSS5 Zfk N5 LTH PEG 1TIF & A EWIN X3, PEG LA OWIL X ivi=H
BLEroEFtshsboEx b,
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~ 7 A2 MC-PEG 4000 Z & O3¢5 L7 & & My, AFlis. MBREIIE U o o S K OV ikl o 45 5 oD
0.1% A DO W7 i RES B S vz,

7 v M ROVEVE Y S OFRERE T V& W72 E T PEG 200, PEG 400 } Of PEG 1000 (i
FRbIC X0 RET SN D23, PEG 6000 1EE S e h ol X% HWoME T, PEG 4000 (%
WA A ST, BN TS N\ 2 L3R S N7z, BEERICZE T PEG 400 (3% IY
BIZE LR =T & BN TOMShRnWZ Rz, 72, PEGEOR
Ly, mF LTV a— kO F LT a—uinvivo Catha m T BETAEIND
ZEFnwWeHEINT,

Invitro & O in situ DFEBRTIX, BIREO PEG X P FE-AAE (P-gp) ZET S Z LARES
iz, LML, AJGS55 &% 0855 O fifEd PEG 13D TIRIRIECTH L Z Lvn ., ik, [T,
Bl & CRILL TV D P-gp A FHE L CHFIOMAE R E B L 5 2 5 i fEtE RV EE 2D
Nz, —JF. AIG555 (A5 Lz &, PEG WNEaiREOEF/ME FEE TREL T, P-gp &
FLET 2 ATREMEDS B 2 ALz, L L. PEG B IREIRICEB W T < O IR B D . AJG555
XS C P-gp BRI AL 5 MMM AERICBET 2 EEREIXI SN TE T, EHICEKICBIT S
P-gp & OB AEFZ OV THE SN T RN EnG, HEEIZB W TH PEG 28 P-gp Z Bl
& L O o g R C R A 5 2 5 aTREMEI RV B 2 ST,

7 v MO XIZBT Dk 90 A MO G- T AIGS55 I[ZH MR RN 2 L AR S
AU, MM R 10000 mgkg/day T o 7o, & TILIREEH ORI 7 3LBEF T H 5 Fiei7e
WAE, TH (7> b)) AT FHRIROMEE: (1 X) 25RO LI, REIHEBEEORD ., REEE
G E I ERBERFHAORBEMEOZLITMAZ T, 7y FhTIXEKEORN, &% & FE2ES
FEEOEN L ONSBOIEENRD Sz, v 7 1 3—/1 4000 % L4y & LI BEEHtTe 7 L
v TURIAIT H BRIICEEITRD bR TE L P, B ONIEE A EDOZE(LIE AIG555 & Rk,
TET Ly FORKI OB LT,

AJGS55 \ZEABFEMEIL A BT, AT AFEERBRICI VTS, IR - IRV EME A LR
DO NoTe, Ty P ROT IR - JRIERAEICET 5B TR b (R AEED
P N B S 2 B A R BRI i VRS2 B L OB EE DI 1%, AJG555 O RE~D
R 7o SEEUE ) R QR B B IR I L b D LB 2 b,

PEG I MEIMENZ EREINTE Y, PEG4000 DT v N R ONT Y2815 5 LDso fE 1T
50000 mg/kg £ ¥ VY, £72, PEG 3350 27 » MK 6000 mg/kg/day O &C 90 H Rk 1 #
HELTHHE TR DN TR, TOMOEREGHEERBR TS, &0 F 8O PEG [ZwMEN
W EDMHER SN TERY | E7o, mHE TREFIZIERE NS D PEG MMF(ET D Z &P L 724K
BEADOFENREDO LN TWD, @y FED PEG TlikiEaiitix2e <. PEG 33504000 (2B %
R TIE2W23, PEG BHORO# 5 CITAFERABMEITRD 51TV, 7 v NI PEG 4000
% e K9 4000 mg/kg/day O H £ C 2 FERIEE G- LT H 28 A RN M%EﬂTWﬁw

AIGS55 IZIIMENHEME D 1 AR KEMAEIZOWT T MY ¥ A3EE ORF & FED
B ~L, REEKET U 7 A RO U 7 AT TIREE SR SR ESINAI O 456 i O BH N
Tholo, BREOHFMEHHRIT NZZOMEHEOEBLENG S, FHEITIRI RN EBZ LN,

10
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DL b, AJGSSS OIERGRRBR 2 BMEM L CTH, I ORAEWRIIELNRWEE X B, AIJGS55
(=7 | ==L 4000, #ftT kU ¥ AL RERAKFET DY T AROH S U v L) ZEAT BB,
BEWE N N2 2\ BT TWnWD EE 2 b,

15.3.3 ERKRHBOME

KHFEICHBIT DEIRT — & Ry r—Ui3, FHEER S U Ol NP ERLEE 235 & LIEN
75 ML AHRRER (AJGS55/CT1)  (LAF. EWNECAGE T AHEER) K OVNRIBMERMEE 2 x5 & LT
EINEE I AHRER (AJG555/CT2)  (BAF. EW/NES MHHRE) 250, £7-. Z2EERE L
TGRS ZRI5 L UIAMES THIRER (91020-1) | B AIBIERFREVEE MBS 2505 & Lz
(55 I AHARER (91020/2) M OMMESS I AHRABR (91020/4) | @Elfin & B ERL R H 2 k5 & L72Sh
(=2 1 AHRRER (91020/3) M QNZ/NFAAEZERR MERL G 2 5t 52 & U7 ShESE 1 AHEER (99/05) . /)
VS MEERAERE & 55 & U7-AMESS T AEEBR  (2000/01) K OMESE T AHEABR  (MOV-99/04) %
BRIRT — 2 Xy =Gz, Il BN N ERBROMKEH (52 8) 13k Th 2
DS, WIS 24 I ETOT—H &b L CRIERGEAGR RS 21T o T2,

1.5.3.3.1  BERIZH T+ HERKRER

153311 EREAEIIHERE GHEZE)
HAMNBMEE R BE 25T AIGSSS 37 78R % 1 B 12 @G LML, B55H
RILEE ARZICBREREME LT (1 Pk 6 e)) 2 MM NG L, MEENISE 2 BickiT 2 H %
HE IR DBLEHIIA 2 3070 b OZ LR A A D BT R & LT, AIGSSS 07 5 £ RITH
TOERME T EHERRBRIC LV REET D & & BITREMEIZ OV THRE L7e (BGEES) . & 51T,
AJG555 % 52 MG Lz & & O K OHIMEIC W CIEERABIC L 0 Bt L7z (ke ) o
ZORER, BEEHIZISNT AIGSS5 1377 2 & bk U C R EFHIE B Th D Mat 5 2 Hicks
5 B R HHE R OB 2 W6 OB LR A 5 T RIS RS S e, E 7
SE4 FURHHEE OB D2 LR, BRSO, 054 RBHEERIC BT 5 L A
B —OEIG K OMEREE 72 & ORIREHEE B IZOW T h | AIGSSS 1X 77 2R L il L CH B
ST, AN (24 HET) 1BV T, AMEEIREET 5 2 & < HERF S, B D AT

Th ol

1.5.3.3.1.2 ER/NMRE I8 GHEER)

A AN/ B RL R 2 b BRI, IS U AJGS55 2 1 H 1 (el 1 Eud 1 B 182 afkh
DB L, RS OWRIBIC K v & 5 B A2 B2 IC R E&ZFEH L 12 BRHKE Lz, 20D
FER, BEWIME 2 RT3 1T 5 B I HHER ST, BIEWIMES 2 I8 & Bl L CREZRIIND RO &
AU, AJGS55 O/NFABVEERME IR T 2 BMED R ST, & DICARFIOERMC BT 25 B
EHREGHIFE 1 EIVEO O, 12 BE CTRIFCEHET 5 2 &R Sz, £72. AIG555 D
12 BB G280 2 ARMEICHEIT R VWb 0 LB 2 b,

11
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1.5.3.3.2 BIHIT HERREER

1.5.3.3.21 H\EE | H8:ER (91020-1. &EEH)

Norgine fHiZ K 0 7 F o AT TH THHFRERA FEHE v, REFREREE IC PEG3350 & EARE DR
WavaEfkhg L, (BEE, FiREE R OEMERBIZT 5 2 A& (PEG335039.375g/H (3 7) KW
26250 g/H (24) ) OB LO—TEE (39375gH) TORLEREE (1 B 2EBL3ME) &#&
B G E DOV TG STz, £ ORER, (FE & & PHEREITR G BB NZEHE D%
a9, HERFCEM U, BSROBRMEIRLC, EAE IR ICHEE IR X
NTLES Z &3, BHEERBOBEREL LTAREEEZ BN,

1.5.3.3.2.2 HSEFE I F8FER (91020/2. £EEH)
Norgine fHiC K 0 7 7 0 A2 TH I AHFRER DN FEHME S A, 1 PERPR MR O RABFIZ S—F A
“HEMRT 7 BRI 0 A4 — =3 BRIZTMOVICOL % 15 B M5 L 7=BR DA $hiE 03 5F
fli&hiz, 73—k B Tl 3— b A TEMAAEICHE SN2 BEICK LT MOVICOL % 3 % HE
Fe 5 LT B0 REIREAMENTHE S iz, £ ORER. UL L2 glalE & 2RO ik & 5
HEOFENZ LY . MOVICOL IHEREFIZ & - THEHEZRPHEEEOHE, PHEORS &, B
REOTXTIZAENRBO bz, £/, 73— bk B Tld, R ORBEIZHES ¥ X7 0 T F 2 —
LA R GO LT, RIEASEN RSN,

1.5.3.3.2.3 SEE I F8FER (91020/3. £EEH)

Norgine fHiZ K 0 7 7 o A2 CTH I AHFRER DY FEHE JAv, AR s Fil B3 12K A & PEG3350
(MOVICOL) % 90 H## 5 L7=BEOB M & ORI BRI ONWT, T — % 2 EfE3 5
ToDIZEME LTz, AR TIIR—RA T4 VHIHST 7 e R B GHMARE Lo Tolod, H%h
PEICRE U CRkS Zeftiah e 92 &ixT& vy, UL, 1 BIRAE (1.78/8, 181%13.8g 2
D7 2@l D 3WUAOHBEEZE LD 3 FlOHR (10%) Tho7eZ &ovbh, MOVICOL Off
BPEN S BITRENDFER L o7, BRI TRIFTH- T,

1.5.3.3.24 S\EE Il HHHER (9102014, SEEH)

Norgine tEIZ K0 7 F o A O ENZ CH T ARGBRUBR S FEht S Av, B HERRRMEERR O sl A BT 1T
N~bAfiMowamélwﬂﬁ%ﬁbk@@ﬁ%é&@%éﬁﬁ?&ymwx&w@énto
N— K B Tl N—F AR T4, 65 T DEHIZ MOVICOL % 2 % HM#% 5 LT-BR D& 41,
@@%ﬁxé%ﬁ_iﬂ~%A®ﬁ%£%é%_2ﬁﬂﬁﬁﬁ%ﬁbk%®ﬁ%¢&0yiﬁﬁ
&7z, FORER. PHERRL, HMEOR G S, BEICL SR ETHMAOFMEHE B L T,
MOVICOL [FBEARIE (T 7Y mr—2R) LD HENLTW, mliE ~ORGORILL 72 55 E b
Bonl,

1.5.3.3.2.5 SEE I tHEAER (99/05. ZEEMN)

Norgine £(Z & 0 Se[EIZCH M AHRBRD I S 41, 73— b A TN EZER O 2GRS

% MOVICOL D224 i&oﬁwiﬂﬁménkww—%BTiA~%AT@%ﬁﬂ%ﬁbt%%
IZ MOVICOL X% 7V v — A% 12 #[E# 5 L, MOVICOL DOHERFRTE DL 2K OH N 7
7Yn—2A LI, /S— B OFER, BMEERI T DR E & LT MOVICOL D% 42
PEIEE <, ER - BEREGICESFHMEHEBIZBWT, 77— X0 HEHERRED ST,

12
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1.5.3.3.2.6 S EZE Il #H3ER (2000/01. SEEH)

Norgine £1(Z X 0 Je[ENZ TH I FHFRER 2SS0 SAv, /NABMEMRMVEFR 27 0 A4 —/—{ZT
MOVICOL X E 7' 7 AR % 2 ##E L, MOVICOL DA MWERK 2N T Z7 'R &S
72o EHIZ. MOVICOL # 8 MMI# G- L7 BRO AR NZ Bt S vz, £ ORER, A%
24 5 A ~11 & O/ OBHEERIAEIZIV T, MOVICOL I3Z 2T, 778 RL VA THD Z
LIRS T,

1.5.3.3.2.7 S EE I AFRER (MOV-99/04. &EEH)

Norgine £EIZ & W A—2Z v 7 U 72 CTH AR AN £ <., /R &%@W$% MOVICOL
Z 12 WG LB A NMED BT S e, EOREER, 2~11 % O/NRIT T 2 (EF
1595 T MOVICOL O NN fER STz, S HIT, 12 W@MmmmLﬁﬁfﬁéﬁT@% NES
2, BRLEDY AT LD LN oT,

154 BHERUERMN

1541 AXEOHERUEFRAM

AJG555 OIEERRRER, FRARRBRAGE D O TRl O R & OV AtED R S vz, 7ok,
N7 4y bEVRZIZEAT D (2.5.6 HEH) (IZREH LT,

1. HETHEAERR & STV D HEIBHERIGEEK TH 5,

2. BYEERMEICK L CEWAIEE R,

3. REIBEIZBWTHRE LB MEMIEDSED RN RO Hil, BHRMEIRLG TH S,

4. ROILEREEZ LNDHMR,. THEDFIBREENEET L2 LN D0, HEITDR,
5. WAL CIRE LTIRAT 2729, SEAIAIRA LI WS ERF THARA L3,

Folll i

k=111

1542 BRIKEDEEDIT
AJGS555 1%, DEMEMRME FREMPEBICEDEMERRLS) | 22088 - R & U CORRHH
179, BITE, IWTHLE%W%LTwéiﬁiwt7mx%/@ﬁfﬁé ARHR O P BIIC
B DR TIL, FrICHEE A & TR Z H ST 523, H8 FAIC IR @RI 5y
M;iéﬁﬁ@¢m77zvﬁbmr@ﬁ 238 0 | HIEME T AT iﬁ%%% TRE D EHIEMR.
TR OB B D 7 & BEFERSE ORI E D AMERR . BRICEMIH
il AT BE 72 AN RO BT, e T B R R UAIARKME—OBMEERAEIECH 08, /IR
TOREM, AHEEIARH TS HI1E0, RA TIHELSEHEE TRD BN TS, AIGSSS 13X,
&%@%*%@5%%@@@ SEA AR PEEE A BN &, Rt E < WS T o S
ERIEAE LT, ENICBWTH/NNETIEZ 7 —A T4 U CHERA S, BAICBWTH i
&ﬁﬁ@ﬁﬁ_&é_&#%ﬁénéo
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1.5.5 HFEILIMEE - DR, AiE - AE

AHRC I L2 BRI O RS & OV COMRBIERTN &, B FIRT A0 - S0, ik -
MR T AIG555 DRGERGEARHFHE 21T 9,

ZNRE « A ARPECERME (FVERURBIC X 2 k2 FR <)
& - HE
AAFNE, KTHEBEL TROKRET D,

W2 LA E T AR OMRIITYIEAEE LT B 8% 1 B 1 BRERO#&EET 5, LR,
FERIS CCHEEHEB L, 1 B 1~3 ERA®KES, fA&EEGEIT] AEL L T4 G8FET (1 HE
ELTC2EET) &5, 2L, HEIT2 BUEOMIEZH T T, MEET 1 BREE L

WETET D,

WE L 7 LA B 12 R O/NIIEEHEE LT B2 A% 1 B 1 EROEET S5, L
B, JERICIG U CEEHH L. 1 B 1~3 BRRAO#FE, ZREGREIZ1 B&EE L T4 &FET (1 [H
BLLT2MET) &35, 2720, BEIT2 AULEORFEZ T TITV., HEEIT 1 AEL
LT1HETET S,

@, AR 2 L Eo/NRICIEE L LT M2 A% 1 B 1 ERORET 5, B
R, RIS CCHE BRI L. 1 B 1~3 BEO&REG, kREGEIT 1 AR LTe kT (0 [
BELT4WET) &75, EL, #HEIT2 AL EORMREZ & T TITV, HERIT1 AEs
LT2HETETS,

S5 3R

1) Swartz ML. NuLYTEly (PEG3350, Sodium Chloride, Sodium Bicarbonate and Pottasium
Chroride for Oral Solution; Gastroenterology Nursing 1992; 14: 200-203.

2) Lee-Robichaud H, Thomas K, Morgan J, Nelson RL. Lactulose versus Polyethylene Glycol for
Chronic Constipation. Cochrane Database of Systematic Reviews 2010, Issue 7. Art. No.:
CD007570.

3) Gordon M, Naidoo K, Akobeng AK, Thomas AG. Osmotic and stimulant laxatives for the
management of childhood constipation (Review). Evid.-Based Child Health. 2013; 8:1: 57-109.

4) National Institute for Health and Care Excellence. Constipation in children and young people:

diagnosis and management. Clinical Guideline 99. 2010.
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1.6 SAEICHE T HERNREFICET 2EH

1.6 SEICETFSERARRFICET 2EH

1.6.1 SNETOHFAIRUEFERKR
AJG555 1%, 1995 4F{Z MOVICOL® & L CTHIRT 5 L D IZAFRE I 4L, £ D%, FERAEOIBIN
2L OREDFAET D, £ 1.6.1-1 I[ZREEE ORI 4 & ) OARE, AGBHEH B L O
1%1%/? L7,

# 1.6.1-1 MOVICOL®H FZ—E&

bt D HGR AR H R
MOVICOL® 13.8g sachet, powder | #%[E 1995412 A 18 H | AV VF ik, T4 s LEUFE -
for oral solution H ke
MOVICOL®-Half 6.9g sachet, H[H 2002410 H 16 A | VTV TFT LD IR EFE
powder for oral solution
MOVICOL®-Paediatric Chocolate | %[E 20034E9 H24 8 | /NEM, AV P FAD1I2%RE, Fa
6.9g sachet, powder for oral o L— NEE - HRE
solution
MOVICOL®-Paediatric Plane 6.9g | 3% 200349 A 24 H | /MR, AV YT o 12 KE, F
sachet, powder for oral solution Bl H R
MOVICOL®-Paediatric 6.9g TR 20044E3 A 31 A | /NEB, AV VAo 12 5E
sachet, powder for oral solution
MOVICOL® Plane 13.7g sachet, H[E 2006429 A 12 H | &8F - HuBHERM
powder for oral solution
MOVICOL® Chocolate 13.9¢ eS| 2008428 H21 A | Fa = L— NEE - HIRE
sachet, powder for oral solution
MOVICOL®-Half Plane 6.9g F—=ARZU7 [2009%3 A 23 H | AV Lo 1288, & - HHE
sachet, powder for oral solution RN
MOVICOL® Liquid Orange F =+ T 2011 %5 H 5 H RE25mL OKIEWR S A 7', 7K 100mL
Flavour, concentrate for oral Mz CHRHAT S, AL oKk -
solution HRE,
ﬂ‘) D ROR A
MOVICOL® Ready to Take A —Z2+Z U7 |[201645HA3H B|25SmLOKERZ A 7, EDOEE
H&ﬂﬁ“éo A kR Y —NFFFK
B R
AV B

FAEEAR (2017810 6 A

AJG555 1%, FRMIZHW T, Norgine B.V. (Norgine t1:) 12 & 0 18 PE(FEFME & O(EFERRTEHE L L
TR =4 (54 MOVICOL®) | 12 5% PA EOEMEERME DR L LT, 1 [a | @aEH IR
REIZS U1 B 1~3 ERAT 2 ML - HET 1995 412 A 18 HICKEE TR SN, £, EJZJ\
Mo 172 &% 1@ & U/ HRANS BEFS S 4, AN PEERE (2 m~115%) OIFHEICIZ, F
i EEOWRRRIZIS U 1 B 1~4 a2 ik % Mk F& T 2002 4210 A 16 H :ﬁﬁf‘%ﬁ?&énto

2018 4= 6 H 20 HEIE, AIG555 1%, BKINZHICA—A T VT, =a—U—TF v K, HEEE
[H72 £ 37 » [ETHABINTE Y A FARANL 37 » E NNEARANL 27 » HTERIATND
AJGS555 &Rk, TR O REHER IO 7' L — BIFNZ O TRENREE, R4V, 770 R
DGR % AN FHRAN T3 1.6.1-2 12/ N ARENTE 1.6.1-3 (TR LT,
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&16.1-2 FEETOIL—2HEOEZKE (BAREHF)

4 B HKEBH SEERATSCGE & OFER

#[E | MOVICOL® Plane 13.7g sachet, powder | 2006 429 H 12 H -
for oral solution

KA > | Movicol® aromafrei 20104£8 A 27 H {E FERRIE DI 1T 720,
~ 5> | MOVICOL SANS AROME, poudre pour | 2010459 A 21 H FHRI@E 1 B 1~24), BHAARNE LA 1
2 solution buvable en sachet e A,

#&16.1-3 FEETOIL—2HEOEZKE (MNRARHF)

=4 et iy BEEIRAT S0 & OFFE A
#2[F | MOVICOL® Paediatric Plane 6.9g 2003 4£9 H 24 A -
sachet, powder for oral solution
K+ | Movicol® Junior aromafrei 200642 A9 H FEIZ 2,
7T | R - -
A

*o NERE UTEE - HRERERIN & U7z MOVICOL Paediatric 3 2004 4E 3 H 31 HIZAREN TV 5D,

1.6.2 KRERMGHRHAXE

H[E D MOVICOL® Plain O # fE HA%EZE (SmPC : Summary of Product Characteristics) . £ H
AT 30 MOVICOL® Paediatric Plane 845 {5 #E2 (SmPC : Summary of Product Characteristics)
K OVEE IR SCEO N EFERZ DL TSR, £72. [E 0O MOVICOL® Plane 55 1 i
g1 B HUSEE SCE . MOVICOL® Paediatric Plane @ #8450 1 S 2 ) OVREE IR SCEZ UM 3%,

1621 ZHEOHREBRME (FIR)

MOVICOL® Plain % OEHI ¥R 13.7 g A&
Yot EE (20154512 A 11 HE2kET) | Norgine Limited

1. B4
MOVICOL Plain #% & #I ¥ K 13.7 g &

2. EHERROEERRRAR
1 A3 MOVICOL Plain FIZLL FOBF RS HEH T 5,

Macrogol 3350 13.1250 g

SR (vl NURYN 0.3508 g

RIEAKFET BV UL 01786 ¢

wALH Y T A 0.0502 g

125 mL OEREZFHR L7254, 1 84720 OBMEA 4 OG54 IIROEY Th D,
FRU DA 65 mmol/L

R 53 mmol/L

BTN 5.4 mmol/L

RIS 17 mmol/L
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3. AIE
6 AR R
FREIE H R

4. EREREYRME
4.1. 3h8E - ZHR
&S ARIE D VR
EGOREIG O FFRTR I L A AR & L CER SN D HEROMIBIZLHELD

42. A - HE

HE

2 P RLE

ERANCTT 5 1 [ OMRFEITEE 2 BEEUNTH D28, LEIDGEE T OWRRE#RY RS Z L
MTED,

DT X TORE A& FERIC, RENCh 28T RICBIS iy, 2720, ZEOE
PEFERL SO TIEIR ISP O RL, SR LIEC/S—F% 0 Y UIRICHE D MR, & L <X
ERAFHERT DHH, BCAEFA R - HFLL RN VO L - THR SN HEROWE
BITITERMERNLEL R Z 03B 5,

R, FAER OEEE - BEORISITE T T B 1~3 @& 5% L TR 5, EHICHEH
TAHEAIE. 1 H I~2 8 &L TH X,

A2 5 ART) A L2 EnEE Lvy, ANERICIEAFNC DS MOVICOL #4573
miREh T 5,

EER

MOVICOL Plain |Z K& 2 @2 OREILE T 3 HLIN E T 5,

A, BUEROERE 1 H 8% 6 BRIUNICERERAT 5,

A2 5 ART) A L2 EnNEE Lvy, ANERICIEAFNC DS MOVICOL #4573
MRS T b,

D ERREEEE
EZEROTRIRIFIIE, 1 FHTORMEN 20UEB2 2 2 L0RWEHIELTRET D Z
&o

EHRREERE
R SUIMEER DO WT N ORERIC O HEOLEEIIRETH D,
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HE
1 8l% 125 mL OKIZIEMT 2 2 &, EERIHERATLIHEAE,. 8852 1L OKITEMLTH
kv,

43. B3

HEHE DREIEE) SUIRERERI IR E I K 528 ALE L UFIBRAZE. A Lo A 8 OEE O RIER
e (7 v—, WEERIGR R O EEERRIER &)
BRSNS D s EUE,

4.4. BRI REEROMER LOBER

KM L 7= MOVICOL Plain DA I3 DK SSHER ORI 0 IZIER 520D T, 457K
I EREMERE L2 TR e,

B O ZE R E ST R O L. M K ONE NG OB 22 U ORI A 1 Z K > THEE
THI &,

BAS I RT L HIC, BEORIWERNEZ 2 A[REMENH 5, IRIKEME D% R
W (IR, B, s Bk, DARR L) BA LT HAIZIXE HIZ MOVICOL Plain
ZHIELUCEMEZIEL, TXTORFEZEUNIRET 52 L,

MOVICOL Plain |Z & > TH| & 2 Z 412 LA EIEEE O¥ERITHE oD R3S DRI A
—RECID T 2 R D (B ASHEHIESR) |

4.5. OERM L OMHEEREOZE DM OHEENEH

~ 7=, T3 — U AR CKIC AR R E SR ORI E 2 F R SE D,
MOVICOL Plain & fif FHH, o> R3S ORI — I T D ATREMEDR & 5 (B 4.4 Hi ke
ZH) . JFHE FITANARIZRE) OBRER T L OENORER D 5,

4.6. ZhEEE, TR K R HFE~DE 5

AR

BEMRIZ 351F D MOVICOL OfE 7 — Z IF R 51T\ 5, BRI LB 70 AR A2 s L
TW5 (5 53 Hix 2 M) . Macrogol 3350 12T 5 2H BRI EII T TN TH LI Enb,
BRIRBICHER T O EIT W & PRI D,

MOVICOL (JHHIRFICHE T 5 Z & TE S,

B3I

Macrogol 3350 |ZXf T 2 HIFOEHIREZEZILI T OT N THL Z Eon, BILMEHER,
LRI 2 BT ETREEIND,

MOVICOL (I AHFIHH T X 5,
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ZReE
t b OZIREEICKTT D MOVICOL OIERICEEIT 27 — & 1370\, MEMEZ » MRBR T IREEIC
&@ﬁ_f/ﬁﬁﬁ s oMY A WAL IR Y i ( 5.3 Hn %5%) o

4.7. B R OB EBRIERR N I3 B8
MOVICOL Plain | ZiE#E N OBEMIRIERE I 1S9 2 5282 H L T,

48. B LI RRVWEH

THLE B 5 SR D3 e b BB AT 5
_n%@ﬁfi®M£@Wﬁ%®h%ﬁ%U MOVICOL Plain O3EFEIEHIC & 2 EEPED
WROFERE LTHEL D, BED FRILEE, HEEOREIZEIVEIET S,

BIEH OB X, FIHARERT — 2 D OITHEEREETH 5720, RHATH 5,

HEMRDE FEES

R R EE TFT7 47X RIS EET LVX—b, M
W R e OS2 S s (FRESPR)

BB X O TREmkE = ME M, SRS, € D FRIE. 5. R
EDOREDT L L —is

REB L OREREE EAVEREE, BiCEms U v AMIER MK Y 7 A
MJE

MR RIEE FIEYT

BBk E fEgm. T, MR, B EEARE. EERIEG .

RERRS . G K OV PR G AN R

—i% - EHEER L CREHAOIRE RAH VI

b o AEMEHORE

AFNOEGBZIZ, BONDOEWERZWMET A ZLIFEETHS, UL, KilOXR7
A4y bSVRITRTG U RAEGE L CE=X Y 7T LN TED, EREEHICIE, £H
OWEREZE L T, BONTREHOT X TE2RETLHZ kbbb, f=vn—F—
RAF—2L 7 =7 %A b: www.mhra.gov.uk/yellowcard.

49. BEKRE
FE DIPTSR B W L » TR T D Z N TE 5, FHRFCIEM-IZ X 5% K
OB RIT, EfEREOMEZLELETHZERH D,

5. SREERRE
5.1. FEFZER)FRiE
RN PE - RBENE T A
ATC 1— K : A06A D65
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Macrogol 3350 (XN TEDREEFEMIC IV IEH L, T2 TAIIHR %2 E <, Macrogol
3350 (TERBEABMSE, TR 20 U CER 2 5] & 23, BRI R
1%, EOILIZ X 0 S S RS 2 HEE S v, PEER RS 272 %, Macrogol 3350 &
A LB E Y 7 CRilR) 208 L CiiEEME & s, kot sns
By TRV TA BY T AROKOEROERE EDe 0,

HEIEMROWEIGIZE LT, hoiaE (GEE7e E) L OB ITIT DL TORWAY BRA
BB 27 428 D FELLEHFSE TlE . MOVICOL (2 X ¥ |1 B OIRHEIC 27 49 12 4 (44%) |
2 HIEIOVRIE%IZ 27 26 23 40 (85%) . 3 HIEIDIRE O TIRHZIL 27 4 24 4 (89%) T
fEIERR DFEE DT O BTz,

12 MR B 12 MOVICOL Z M L7 D ERARRER C, ERRAREL BT 2720124
o EIIREH ORGE & & BT T RS D Z EARINTWD, £ OEFIT1H
1~2 W TRIET 2, Hx OBEDOKISITIE U TZOREEZFET I2LERH 5,

5.2. KYBEBRYKrE
J5 R - T Macrogol 3350 (32L& 51T 72\, HABE 2 B FEERIC I S 720, IR S vz
Macrogol 3350 (TR % L CHEME S 41 5,

53. FBEREEMT —%

TERDFEPRRIER . KAE P 5 B & OB R ERRIC S & | FEREIREER X Macrogol 3350
DIBEENCABE R FEEZA L TRV E VI RILEZ R LTV D,

RHBRICFEMEZ R T LT (BRI D b R ORKHESEH &0 66 {5, (HIEARICHT 5
b FORKRHERARED 251%) . 7 v MW TR EFEM UIMER AL 20 o 72, B
H7e e BEER (RIEER QRO EEIX T, IR OALFEA . DUk O JE N7 & O
fa72 &) 1E. BHRICENE A TR T LT (BPEERICKTT 5 v b ORRHIESEHED 3.3 %,
EZERICKT D FORAHEEMED 1.3 4% . vHFICRO 6N, VXX GLIERWE
DB BRI RBRETH Y BRI EHEEZHWEE RS NIRRT TIThhTEY |
ZAVITEERAICBIEE S 72, Z OFFERERIT Y P X OB R S NI SOEORER L L
TAREERE A2 R O IRBEIC B9~ 5 MOVICOL DRI R B O R TH Db Livian, i
A TEPE DL 72 Do T2,

Macrogol 3350 (Z B~ 2 BRI BEIM Bl OFE D AMERBR D N B 5, T D DR O 1 #%¢
HBEhl@mntE&~7 a3 —E@m b~V CHEM L OMmoOmERB O RIL, HETHAE
HETOLZEMZ R TRWELIE R L TS,

6. IRFIRri:
6.1. ™npo—&

L,

6.2. BLA=
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BER OB &2 T 220,

6.3. IR
3 4[]
TAfRIR - 24 FFRE

6.4. RE LB EREIR
A% 25°C B2 HIRE TIRE L7 uy,
AR « BN A LT 2~8°C I T E CTIRE,

6.5. REDHE R OCNEY
CIIARFIOME 3.7 g =& T,

O AN EINZT I X —F  REER) = F LY, TAI=

F L K OHE

@%%4%“-6 8. 10, 20, 30, 40, 50. 60, 100 AV D%

— DAY A RIS E Db D,

6.6. FEZER O F DIMOELY H S _E KR AR S

il S AU AR 24 IR LAPSICREE L 72 1P uide B 72wy,

7. BUERRGEARIGE
Norgine BV

Hogehilweg 7

1101 CA Amsterdam ZO
The Netherlands

8. BERFEARES
PL 20142/0004

9. #EIARAB,/ABRESH
200649 H 12 H,72011 41 H 25 H

10. AXXEOHKFTH
20154510 H

N

R AR Y =



1.6 SAEICHE T HERNREFICET 2EH

SRS S DR

Norgine Limited

B BHEES

Norgine House, Widewater Place, Moorhall +44 (0) 1895 826 600

Road, Harefield, Middlesex, UB9 6NS

BEFA—NT KL R
Fax &=
+44 (0) 1895 825 865

EEERAB L (Medical Information)
BFA—NT KL R

medinfo@norgine.com

1622 HEOBHERBFAIXE (FIR)

WA SCE « BT ER
MOVICOL® Plain #& 0 &H FI¥E 13.7 g 4

BEERERVPFENTVETOT, ZOXEZBRATIANCARAZED T X TOHEE ZEEIC
Bt 120,

ZOHE, T, ASAEICEE SN B0, 3B L TEAM, SEHIUIE RIS R
SN EBVIZ, EREICIRHALTIZE,

o KBIEIIRE LTSN, b ) —ERARTBENDH D00 LLVEE A,

o LURELWRH-SCBE DR EREEE, MYOEARICEIZRI SN,

o BIFANEE IZ5EAICIE, Y OER, FARDUIFERAICHR L TIEEn, Zhi
FARATFCEH SN TRV D B D LREIERO RN Z TN E T, F4HiEBML
TLIZEVY,

c JERD L ARDRnE ERE( L & & iE, LPEMICHR L T EE,

KIEFRR 22 EROER TAFAEDIFRBSVLERBPSITBFE CHIVWEDLE T Z &N,
HEEHS : 0800 198 5000

AFAEDOAE :

1) Movicol Plain O & & OV A H 1)

2) Movicol Plain DRHATIZHI > TR R&E 2 &
3) Movicol Plain @Ik FH 514

4) RIVEM O ATREME

5) Movicol Plain D% %

6) WEHEDOHNEY K N DM OIER

10



1.6 SAEICHE T HERNREFICET 2EH

1. Movicol Plain ® A& OMFEAH B /Y
Z DIRDOLFRI Movicol Plain #% MEAIHIEK 13.7 g 2 TY, ZOFKITRA, HOEROFEE
FHOEIETRRDOT-O D THITH D (12 ARMOBIHRICIRA S Z i3 b E A,

EHMOMROEATH . Movicol Plain |3 72 HEH I . H £ 9, F£72. Movicol Plain (%
MEFEE ) LIRENDEAL LB L I EEZ R LE T,

2. Movicol Plain D RFERTIZEI > TBLIREZ &

ROBENH D L EMIZEDbNTVAEEIZIL, Movicol Plain ZiRA L TiXW T E8 A,
MEORAZE [NGPAZE, GO (4 LX) ]

HILEREEDZE L

EIEPERIGR . 77— RO B EE KSR 722 & O HEIE O JIE MR &

Movicol Plain DN ICxET 57 Lob X — (GF 6 HilZre#) .

BEEROEEEHE
Movicol Plain ZiRA L7236 TH. om0 KS 2 kG L CER L T 72 &V, Movicol
DOERIRITIE T OKSEROR DL I2IT72 0 ¥ A,

DR OBE S ADSE
R DOIEE % HiJ & LT Movicol Plain ZIRFT 25613, & 3 HiORFLHFEIZNE- T
é l/ \O

Z DD EZE 5L & O Movicol Plain
MOEERHA L TWE5E. &ERA L=SA. XIERAT 2R H 5156, ERlZE
ZTLIEE,

—HDIEHLTAD AR E) 1% Movicol Plain i FI TR RANAEH L22WEERH Y £,

TR B OMEEL

IEIR M OMZELH 2 S Movicol Plain Z# IR 3° 5 Z L3 TE £9, ERFP DS, 4HR IR AL
DFEDH 5 J71E. Movicol Plain % [ H 35 B FH Y OFRAIGH-CERMICH S 2RO T2 &
v,

R UEMRRIE

Movicol Plain (%, J#E#E & ORI ERE DI B A2 RIFT Z L13dH 0 FH A,

i

11



1.6 SAEICHE T HERNREFICET 2EH

3. Movicol Plain ® R FH 51
ZOHIEFICEBRL VWOTHRATE £,

18%720 125mL (1/4 751 > b)) OKIZEESETIRHLET,

BPEERLE :
1ENC 1 8% 125mL (1/4 231 > &) OKICEMESETIRH LE T, EROEROEIIZGT
T, 20821 BIZ1~3ERALTLIIEE N,

{EZER
HEZEFEIZ DU TIX. Movicol Plain 2RI 2 A1IZ, [HERDIRETH D Z L 2RI H M5
NHY £,

REEROIBERIIT I IS BERATALERHY £, 18Y47=0 125mL (1/4 731 > 1)
OKIZER L ET, KBS U THRE3 B 1 BIZ 8 8% 6 FFRILINICARHA LT 7Z2& W0,
720, DR E BB, 1 B CTORMEN 2 AE2B2RNE I LTI EEN,

BEHE

BE L, FHEZay FICEEET, H125mL (1451 > b)) OKREMZET, TXTOH
{RDEME L. Movicol Plain AR A EH XX T MICE > T DHIREEL 25 TR L,
INEMRALET, HERIIH LT Movicol Plain # iRA T 2 %HA121%, 1L OKIZ 8 BER
RTDHBESTLE D,

TRR AR

BPHEERLE -

Movicol Plain COIREHAM X, WHF IV 2 @M T, I X0 EMORANLELREGEIT,
ERiORZELEZZ T TN, 28— 0 Y RS RMEMALIE (MS) 72 & O EER DR
KNTdhDEE0. [HfA 5] & 2 THARHA L TWAHE 1%, Movicol Plain % 2 ## [ 2L EAR
AT 2L ICEMNEIOD Z 0N T, SOICEYNORABMLERGAIX. ERDOBE
T CTLIEE,

EHICOl> TREEZITHOLAEICIE. RICRHEZ 1 H 12810 LT 2 N TEET,

{EZER
55 3 M E T Movicol Plain TIEET 5 = L N A[EETT,

HELL_E D Movicol Plain # IR L7284 :

12



1.6 SAEICHE T HERNREFICET 2EH

WK ZEZTRREMED H D ME D THIZ BT HZENH Y £3, ZDHAE. Movicol Plain
DR ZFIE L, KEDOKDZRKAET, DEZREAIIE, ERSUIEEAER I BWE e
<TE&EW,

Movicol Plain DR # 1L72356 :
HWHLELTESRETELS, ZoHEZRALET,

4. BIEHOWREM:
T RTOIKEFRRIC, ZOKIBEMERAZGI SR ZTZERHD FI 08, TXTOANIZEIEH
NEZ DT TIEH Y 8 A,

ROFZE., T <ICHYDERIZIE Z T, Movicol Plain ZH1EL¥ 9,
o FERN#EECHD F VN, XiE, B, B, BB SIS EZTEER T LIS KL%
FEIE,

ZOMOBEWERIZRDE Y TT,
RGO, & 9 R, REORRIZ=ENE, . R TR EDMEIREZ E Z 3 /REE0 H
AT LIIVX =GR, BRI h U o A0 EE TR,

MRS Z 720 BER I I0lo720F252 00 £9, £72. Movicol Plain 2L
HIED T B BENED, BT AW E D, EEKMEMAER Z 5132, 1T (BH) 12
ROANAELTZYD BEOTRMEZSZL6HY £9, oL REWERIL, 1ZLAEDY
A+ Movicol Plain DR &2 6L E S E T,

BIVERH o#iE

il & ORIERNE X 7235581201%, EAL, SRR SUIFH#MICHA L T ES, Zhidix
ARIBHEBIGGEH I N TW WS LW AEITERH OIS G ENET, f = —h— NHlEY
= 7% 4~ (www.mhra.gov.uk/yellowcard) #FH CEIWEHZEH#ERETLH 2L TEET, Al
EMZWMET D2 Lid, ZOEOLEMICHET L L0 2 oFRRIIcTFET 22 L1Ti2Y

7,

5. Movicol Plain O{%& ik

TR Bz e\, FORMROVFICRE LTS,

RN OFHIZREH STV D AR A1 X 7= Movicol Plain 2 L2V TL 7230y,

25°C 2 DIRE CTHRE LW T 7Z &0,

13



1.6 SAEICHE T HERNREFICET 2EH

VYo 72 A Movicol Plain Z /KIZIEE L7265, T ICENERKT Z ENTERWVWEGEEIZIZ, By
Z L CHIRE (2~8°C) IR L TL 72 &V, 24 BEBILANICAE H SN 720 o T2 IR IR EE L
TL7EE,

PARRPHET I 2 L TEAFEEL RN TLSZI N, Hsh R ot a2 BgiET 5 ik
ZIAECFIRTSIZEN, T D OXRITEREREIIRZOTL X 9,

6. BEEORNEYR VT DMOER

Movicol Plain D& 8 K5
13.7 g 81® Movicol Plain |ZIZR DN EENTWET,

Macrogol 3350 13.125 g
SR (vl NURYN 0.3508 g
RIEAKFET FY DL 01786 ¢
w|AH Y T A 0.0502 g

125 mL OKIZEEfE L7256, T EITRICHEY LET,

FRU DA 65 mmol/L
e 53 mmol/L
RN 5.4 mmol/L
R IK R 17 mmol/L

Movicol Plain DAV KR OVEEDONEY

Movicol Plain (% H Oy K TI,

Movicol Plain % 6, 8. 10, 20. 30. 40. 50. 60. 100 AV OFETHIEINTWET, —¥
DOEEEY A RIS TN E0n3H Y 97,

BUEIREARIEE
Norgine BV, Hogehilweg 7, 1101 CA Amsterdam ZO, The Netherlands

BERGEE -
Norgine Limited, New Road, Hengoed, Mid Glamorgan, CF82 8SJ, U.K.

14



1.6 SAEICHE T HERNREFICET 2EH

NORGINE & UM 7 =1 Norgine 123 7 /L — 7 DX ERpHIE T9,

COEEBITROAFHT EEA MBEICBNTEBENTVET,

F—=ANUT MOVICOL aromafrei
AL — MOVICOL Neutral
Frw—7 MOVICOL Neutral
77 AR MOVICOL Sans ardome
T4 TR MOVICOL Plain
TANT R MOVICOL Plain
A2V7T MOVICOL 13,7 g polvere per soluzione orale Senza Aroma
NIRRT MOVICOL Neutral
*T K Movicolon Naturel
ANRA MOVICOL Sabor Neutro
AT = —F MOVICOL Neutral

AA A MOVICOL aromafrei

e [F MOVICOL Plain

AFLEHENT 2015 4F 10 A \CEFRRICEGET SN E L7z,

1623 ZREO/MNRAHSE HSEHRHSE (FFR)

MOVICOL® Paediatric Plain #% D& H| K 6.9 ¢ 5
Ut EE (2015412 A 11 HE2kET) | Norgine Limited

1. BEA4
MOVICOL Paediatric Plain #% N {ZAI ¥ K 6.9 g &

2. EEREOEERME
1 23 MOVICOL Paediatric Plain FIZ LA FOE LS = EaH T 5,

Macrogol 3350 6.563 g
SR (vl NURYN 0.1754 g
17477/ & el NURVIN 0.0893 g
AL U 0.0251 g

62.5 mL DIRKRAZFAK U4, 1 84720 OFBMEA 4 OGHEITROEY TH D,
FrU DA 65 mmol/L
R 53 mmol/L

VIRV 5.4 mmol/L

15



1.6 SAEICHE T HERNREFICET 2EH

&

IR IR 17 mmol/L
3. A

R A R AR

TRENAE B R

4. FRRBYReME

4.1. %heE - R

2~11 DO/ MEAE FME TR IR

BRI D FE(EATEIC X DA E L CERIND ., S Ll Lo/ OFEERIEHE

42. M- HE

HE

2 P RLE

W OB EIL, 2~6 IR LT H 18, 7~11cx LTI 1 B 28, HABIZZES 00
B AERT D72 DICHEILE U T EUIRET 5 2 & MENLERLAIIE, 1 BBXIT
L, VERRKHAEITERY1H 482800,

PEPEERMED/ NROIERITRMM A LE L T 25 (D &b 6~12 47 H) ., 7272 L. MOVICOL
Paediatric Plain D% K OV NI K 3 7 HRICKE L COBGER STV D, InEIFR 2 12
1EL, ERAERLZSACHERTL L,

{HER
MOVICOL Paediatric Plain (= X A ZERRDOIRFIZR OBV kK7 HEITH 5,

1 A oG -

Movicol Paediatric Plain ®/83%
Flm %) | 1HH 2HH 3HH 4 HH SHH 6 HH 7HH
5~11 4 6 8 10 12 12 12

1 BO@EESE U CTIRA L, 12 FEELINICIHE 35 2 &, EIAREINZRER T, Eitok
Bia T2 2 &, EHREDHIEIIREOHETH 2, FEHREROHFHE L T2, Mk
NRITEE R PHEE I T 0 77 MIRED T E BRI N D (BRI L IR E R R
DY EITO 2L, LB R)

MOVICOL Paediatric Plain |% 5 AT OB ZERTARE, XIE, 2 ATl OEPEER OIRRIZ I IHERE X
7, 12 LA EOEBEIZIE, MOVICOL OB HERE S5,

D ERRREEEE

BE .
ZDOBEBOEIRT —Z 13720, L7220 o COMMLEERERE 2 I O F8F2 D15 1T 1E MOVICOL
Paediatric Plain |ZHESE X L7200,

16



1.6 SAEICHE T HERNREFICET 2EH

BHSEEfEERE
ZOBREHOMET — 21372\, L72h o TREHERERE IR O {24 D 15912 1X MOVICOL
Paediatric Plain [ZHELE X L7200,

Jiike

1% 625mL (2744550 1) QKIS HZ &, EMEROEEZHOLNUDEM L, B
LT, &E2AURMMELTHIN, =& 20E, EERICHEHTHE. 128% 750 mL O/K T
A5 LNTE S,

43. HR

WBEDRETER) SUIHERERIPE I L DM 2R LA L <IIMGPAZE, 1 Vo A BB OBEEORIEREE (7
1=, BEERGR M Ot ERFGER L)
A RNEKST (9 % i EUE,

4.4. FEREEROMER LOER

FKIZHEAE L 7= MOVICOL Paediatric Plain DA 338 DK GERORD Y 1T 67200 T, +
Oy TR AR FE R HERE L 72 T U e B 70,

B O ZE R MESITRE ORWNE, N K ONENG OB PRI L U BRI A L > THEET 5
Z &,

~ 7 n A= NG HURERT 256, KK EBREOE(bZRIER GRIE, BYlh, J57H
u\%m\uKéﬁk)iﬂk?ikh&ﬁiéhfwﬁwo_@ioﬁfﬁ#%ﬁbk “lz
IXIE 512 MOVICOL Paediatric Plain ZH 1 L, EFEZNET 2 Z &, b NCRE 2#\uIis
WD L,

EEROIROT-OICEHEEZENT 256, WHEAREEEE . Uit mEREE, ElL
IR T OB T3 LTI EE] &5#5_&0

TR, MOVICOL Paediatric Plain A (2 FE AR 1T 720,

MOVICOL Paediatric Plain & & = TH| & Z X0 5 1/ LE B E O KIZLEW, O EIRL OB
WA—BFHNZ T2 2 E03d 25 CR45HiZ2SH)

45. MMOERKM L OHEIEREREDOMOHEEIEH

~ 7 m A=/ VB O K ERE (EZEROTRREIRFIAER) O 1 REFRLINIZIRH S 7z B RS
HIEE D —RUCii S, WIS IRV ATREMED 8 5 6

~ 7 aa—)UiE, T3 — UZRPE CTRICHEP AR R B ORMGE 2 LR X85,
MOVICOL Paediatric Plain & f}f . LoD 3K 5 OWRI AN —RERUIC AT 2 et o 5 (5 4.4
WxzBm) . K FLCTADARILRE) OMREZETSED EOMEBOMBEND S,

4.6. ZhpmE, EREORIB~DORE

17



1.6 SAEICHE T HERNREFICET 2EH

a8/

12317 %D MOVICOL OfEH T —Z IFR BTV 5, BB LR #Eny /e A2 R LT
% (353 HiZ2M) . Macrogol 3350 IZXT 2 EHBBEEIZI T LT NTHDLZ Enn, KD
(R OB T 72 & TREND,

MOVICOL (FHHRFICHE T 5 Z &N TE 5,

YL

Macrogol 3350 (2% 2R AMGOEHIRFE R LT DTN THLZ L0 b, BILMEH AN FIR
R A BT TRINA,

MOVICOL (33 T %,

ZHREE
t b OZIREEIZKR D MOVICOL DYERICEAd 25 —Z 1%\, MilET ~ FikBrR CZIREEIC T
THERITRD SN hoT- (53822 HR) .

4.7. BEERR UBSHBEBMERRDIC T2 RE
MOVICOL Paediatric Plain {33iEH5 & OSBRI ERE DIk T- 2 2% HF L TU 2Ly,

48. HEE L RWEHR

THALE (BT 5 SUS ie b ISR AT 5,

D DS FTHEE ONEY O 5 ONZ MOVICOL Plain OFKIRVEHIZ X 2@ B D HE K
DFERELTAEL D,

TBPEFERMEDTRIR T, FHISCEE 1Tl & 5 B EIC L Y EET 5,

T, MEEREGE, BTG, B ORI, EERIREPIC S LIS BIEIND, TaHIX

B BEOMESCKREIC L VRSS2 HBA13H 5,

LN ORIWEROBEEIL, IROX 32 L THE SN TWD - e TEEEE (1710 BLE) | Sl

FE (17100 BA b, 1710 A&0) . ARSEEE (11000 LA 1, 1/100 &%) . F4v (1/10,000 B, 1/1000

K)o D TEA (1/10,000 i) . A FIHATREZR T — & 0> b I3 HEE N 6E

18



1.6 SAEICHE T HERNREFICET 2EH

RERIKRIE BEEE AERER
T REE Fh TFT7 47X Rt EELT LILX— Kk
AHA M- [ K OVRE i i (TR BR)
KB LU THgEE AHA M VRIS, SRS, € O FEE, %95, B
COREOT L ILF—KG
KRB L ORERE AR EMEREE FRCE D Y U A E R OE D U
I IILE
PRI E AHA FIEpE
BIBEE W CEBEE | B, ES
TR TR MEM O KON P E R A R
AR R AT NS
A A B KON P JE PH o K iE
—fi% « EHFEEBICEE | AW RAYVEEE
AL DARER
St 2 HEMEHOME

AFNOEGBZIZ, BONDOEWERZMET A ZLIFTEETH D, UL, KEIOXRT 1>
FNAVRING O RAERGELTE=Z Y 7352 ENTE D, EBEMEFEHICE, A EOMEH
EAmL T, @ONEWEHOT XTEHRET L2 N RObND, fZr—— RAF—LT
= 7 %A b: www.mhra.gov.uk/yellowcard.

49. BERE
FE D RIS U IR S H B I L » TIRET 5 Z LN TE 5, FHIFCIEMIZ X 52 K2Rk
DKL, EfFEREOMEEAMNELTDHZERH D,

5. EHEZEHORM

51. FEFERREM

SN R T A

ATC =— F : AO6A D65

Macrogol 3350 IZHEN TEDREFEFEAC L VIEH L, 2 THIZIRZE L, Macrogol 3350
FEARREZINSE, SRR EZ N L OEER 25 XL 27, AN/, Ho
HEIZ X 0 28 S AU RE B 3 HEdE S, HEENA 51272 5, Macrogol 3350 &4 L7-EME
I NY T CHlR) i@ L CMIEEME & agi S, kIRt En 22, 7 R oA
10 7 B OKDEROHEE L 70,

MBMEEFAZIIT D MOVICOL DA —7 L3R C, WEOPFEMHENX—ZX T A4 D 1.3 FND 2,

4, RBEEATEREN 6.7, 7.2, 7.1 [BNTHIMN L7z, @R EZ OMEREL L L TD MOVICOL &
T 7Y u— A& T 55T, Fofk 22RO O PEEREEIX, MOVICOL # 9.4 [1] (SD 4.46)
IR LTI 7Y m—AREE 5.9 (SD4.29) Thotz, 727V ua—ARETTHITHEIERDEIE (23%)
WRRD BT DIZx LT, MOVICOL B CILEZER DI NFRO HienoT,

HEROMAICE LT, tholaE (e L) & ORBERBRIIIThiL Ty, 634 0/NNRICE
(% IELLEAFFE T, MOVICOL (Paediatric) (3765 3~7 A LINITEE O RO EFE A 2 ffTH L
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1.6 SAEICHE T HERNREFICET 2EH

770 5~11 EOHEMBEICEE L T, SE L &5 MOVICOL Paediatric DA 0503 472 @ CTh

277,

5.2. FKYBRERRORRHE
5 N C Macrogol 3350 132 L& 32 1T 720, THALE 2> B FERNCIN Sy, RIS 7
Macrogol 3350 (TR &1 L CHEME S 41 5,

53. HEREEMT—¥

PEde DIRHTER | S B - Bt R K ONB R R BRI D & | FEERPRABRIE Macrogol 3350 237
RN ER ST FBMEEZA L TRV E W IHIRILEZ R LTV 5,

RHRIZEMEZ R T LUV T (BYEERAT ST 5 B FORKRHESEH B 66 15, HERICKTHE B
@Wkﬁﬁﬁg®%rd\7y%ckmf%ﬁ%@ﬂiﬁ%%ﬁﬁ%iﬁwokoﬁ%%ﬁ%ﬁ
FUEER (RIRE OB OBEREIKT, RIEOALRD . DU OMIE BN S OBERR 72 &) |
RHBRICHEMEZ ST LT (IBYEERNCKT 5 8 FORKHESRH&D 3.3 5, [HIE4R] ﬁ#ét
NOBRKHERFAED 13644 . VIR LN, YT GLERAWE O P8BS Bt
BRETHY, RBRIIEHEELHWEBRESNUEEET TN TEY . ZHEERRAIC BIEMED
20N, ZOFRERRIT Y X OFER SN FRISOR DR R & U TR 22 R O IR R B
3% MOVICOL OB BOFFETH H00b L\, HFEIEOME L /- 72,
Macrogol 3350 (2B~ 2 BBl K OB DB AMERBEN H D, 2D ORBRK O 05 &
Ni-@mhyrE~7vd— 1 am bV THEA L2 oMo BB ofERix, HBREHAETD
RN E RTIRIL AR LT 5,

6. IRFIReE:
6.1. Whho—&
L,

6.2. EAERZ
PR

6.3. fFEFHHIR
3 4[]
TAfRIR - 24 FFRE

6.4. R L0 EZEIE

’aﬁ%- 25°C Z A DIRE THRE L7aw,
VAR - B2 LTI (2~8°C) TR,

20



1.6 SAEICHE T HERNREFICET 2EH

6.5. RBEOHEKRUCANEY

A% A OHER ST I xR — b REBERY =F L (LDPE) . 7/ =7 A, ([KREHER
JxF L KO

WEEY A X 16, 8, 10, 20, 30, 40, 50, 60, 100 ©LA D DO
—EOWIEY A IR I NN LR H D,

6.6. BREROVOZOMOEY K\ EORHIRER
il S AU AR LT 24 IFFR LAPNICRIEE L 72 P uidie B 72wy,

7. BUENRFEAGREEE

Norgine Pharmaceuticals Limited

Norgine House

Widewater Place

Moorhall Road, Harefield UXBRIDGE, Middlesex
UB9 6NS, United Kingdom

8. BUERFTARES
PL 20011/0005

9. WEIAFA, /AFBEHH
200349 H 24 H

10. AXEDOHFTH

2015410 H
SRS S DR
Norgine Limited
B BHEES
Norgine House, Widewater Place, Moorhall Road, +44 (0) 1895 826 600

Harefield, Middlesex, UB9 6NS

BEFA—NT KL A
Fax &%
+44 (0) 1895 825 865

EEIERAB L (Medical Information)
BEFA—/NT KL R

medinfo@norgine.com
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1.6 SAEICHE T HERNREFICET 2EH

1624 ZEO/NMNEAMGKBERFAIE (FIR)

WACE - BEMITIER
MOVICOL® Paediatric Plain #% D& H| K 6.9 ¢ &

HERBERPEENTHWETOT, BFRICRASESINICABRABTEDT X THOEE ZEEICE
AL TEENN,

ARAFRIRE L TSEEN, b9 —EHRARTBERH L0 LLEE A
SOICEMPRH 25513, HYOEM, SAIMSUIFEMIC BRI ES0,

ZORIE, BFEREOIERITH LT SN TWET, ZOEELMO NZES 2N T IZEI N,
L ZRRDIMEN ZH OB FEREFILSLAE T, BELGXL0b LOEREA,
BITERI N & 7258123, A OER, SEFIEISUIFFMICHR L TSV, ZAUTiER
DHEICRE SN TR0V H LD LRI O RN G N ET, HB4H LML TZS
[

RIEFI 2 ERIOEXNTARPAZEOERBMLERBEITEFE TRVEDETI &,
EEH D : 0800 1985000, T A /LT Kb : 00 44 1895 826 606

AHRAFONE :

1)
2)
3)
4)
5)
6)

1.

Movicol Paediatric Plain O &% K& UM A B 19

Movicol Paediatric Plain DR HIRTIZEI > T & 2 &
Movicol Paediatric Plain O iR FH /515

BIIVEF O FTREM:

Movicol Paediatric Plain D% J5 15
WIEDOWNEY) K OZ DO

Movicol Paediatric Plain OFA R OMFFH B /Y

Z OIED A FRIF Movicol Paediatric Plain #% HE A 6.9 g 6T, 2~11 kDB MEAEFLE DR
KON 5~11 ik DOIEFIZEAL LR ((HFER L MEIE D) DIRED =D THITT,

EHIB @R DOEE TH ., Movicol Paediatric Plain (X3 FFE D i 72 HHFICHE S H £ 9,

2.

ROBEBD» DD &L ERMIC

Ao

Movicol Paediatric Plain O JRABIIZE > TEBIRE Z &

il

b TWBEEITIX, Movicol Paediatric Plain 2 iRA L TidW i £+

WEDOMZE (B, A LD R)
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1.6 SAEICHE T HERNREFICET 2EH

- {HILEREDZEIL
- BIBMERGR. 7 v— i RO BRI E KA IR & O BEIE O SJEM IR R
- Movicol Paediatric Plain DA Wi iZxt4 57 L¥— (8 6 Hillidk) .

DS B I OB B, THEASCH B, B RE it (H ONEYNBIEIZYIRT 52 LIk ->THl
XEZEINDH00T) NP DS . Movicol Paediatric Plain Z iR+ 2 i, EFICHRELTL 7
S,

Z2EEOEEEHE
Movicol Paediatric Plain Z iR L7255 TH. +o7eEDO Ky Akl L TIRILL TS 72 &0y,
Movicol DIAEHRIFE T OAKZEBIOMR D I3 720 1A,

£ DD EIE S & U Movicol Paediatric Plain

BAEPMOIEL IR L TWDI5E, FaikH L7256, IR T 2 ietEn & 23546, ERf
WG A TL &, —HDIE (FrTAm A7 E) X Movicol Paediatric Plain {3 F #1220 A 1E
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MOVICOL Plain 13.7g sachet, powder for oral solution

Summary of Product Characteristics Updated 11-Dec-2015 | Norgine Limited
1. Name of the medicinal product

MOVICOL Plain 13.7g sachet, powder for oral solution
2. Qualitative and quantitative composition

Each sachet of MOVICOL Plain contains the following active substances:

Macrogol 3350 13.1250 g
Sodium Chloride 0.3508 g
Sodium Hydrogen Carbonate 0.1786 g
Potassium Chloride 0.0502 g

The content of electrolyte ions per sachet when made up to 125 ml of solution is as follows:

Sodium 65 mmol/l
Chloride 53 mmol/l
Potassium 5.4 mmol/l
Hydrogen Carbonate 17 mmol/l

3. Pharmaceutical form
Powder for oral solution. Free flowing white powder.
4. Clinical particulars

4.1 Therapeutic indications

For the treatment of chronic constipation. MOVICOL Plain is also effective in resolving faecal impaction, defined as
refractory constipation with faecal loading of the rectum and/or colon.

4.2 Posology and method of administration

Posology
Chronic Constipation

A course of treatment for constipation with MOVICOL Plain does not normally exceed two weeks, although this can
be repeated if required.

As for all laxatives, prolonged use is not usually recommended. Extended use may be necessary in the care of
patients with severe chronic or resistant constipation, secondary to multiple sclerosis or Parkinson's Disease, or
induced by regular constipating medication, in particular opioids and antimuscarinics.

Adults, adolescents and older people: 1-3 sachets daily in divided doses, according to individual response.
For extended use, the dose can be adjusted down to 1 or 2 sachets daily.

Children (below 12 years old): Not recommended. Alternative MOVICOL products are available for children.

Faecal impaction

A course of treatment for faecal impaction with MOVICOL Plain does not normally exceed 3 days.

Adults, adolescents and older people: 8 sachets daily, all of which should be consumed within a 6 hour period.
Children (below 12 years old): Not recommended. Alternative MOVICOL products are available for children.

Patients with impaired cardiovascular function: For the treatment of faecal impaction the dose should be divided so
that no more than two sachets are taken in any one hour.

Patients with renal insufficiency: No dosage change is necessary for treatment of either constipation or faecal
impaction.

Method of administration

Each sachet should be dissolved in 125ml water. For use in faecal impaction 8 sachets may be dissolved in 1 litre
water.

4.3 Contraindications
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Intestinal perforation or obstruction due to structural or functional disorder of the gut wall, ileus, severe inflammatory
conditions of the intestinal tract, such as Crohn's disease and ulcerative colitis and toxic megacolon.

Hypersensitivity to the active substances.
4.4 Special warnings and precautions for use

The fluid content of MOVICOL Plain when re-constituted with water does not replace regular fluid intake and
adequate fluid intake must be maintained.

Diagnosis of impaction/faecal loading of the rectum should be confirmed by physical or radiological examination of the
abdomen and rectum.

Mild adverse drug reactions are possible as indicated in Section 4.8. If patients develop any symptoms indicating
shifts of fluid/electrolytes (e.g. oedema, shortness of breath, increasing fatigue, dehydration, cardiac failure)
MOVICOL Plain should be stopped immediately and electrolytes measured, and any abnormality should be treated
appropriately.

The absorption of other medicinal products could transiently be reduced due to an increase in gastro-intestinal transit
rate induced by MOVICOL Plain (see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

Macrogol raises the solubility of medicinal products that are soluble in alcohol and relatively insoluble in water.

There is a possibility that the absorption of other medicinal products could be transiently reduced during use with
MOVICOL Plain (see section 4.4).There have been isolated reports of decreased efficacy with some concomitantly
administered medicinal products, e.g. anti-epileptics.

4.6 Fertility, pregnancy and lactation

Pregnancy

There are limited amount of data from the use of MOVICOL in pregnant women. Studies in animals have shown
indirect reproductive toxicity (see section 5.3). Clinically, no effects during pregnancy are anticipated, since systemic
exposure to macrogol 3350 is negligible.

MOVICOL can be used during pregnancy.

Breastfeeding

No effects on the breastfed newborn/infant are anticipated since the systemic exposure of the breast-feeding woman
to Macrogol 3350 is negligible.

MOVICOL can be used during breast-feeding.
Fertility

There are no data on the effects of MOVICOL on fertility in humans. There were no effects on fertility in studies in
male and female rats (see section 5.3).

4.7 Effects on ability to drive and use machines
MOVICOL Plain has no influence on the ability to drive and use machines.
4.8 Undesirable effects

Reactions related to the gastrointestinal tract occur most commonly.

These reactions may occur as a consequence of expansion of the contents of the gastrointestinal tract, and an
increase in motility due to the pharmacologic effects of MOVICOL Plain. Mild diarrhoea usually responds to dose
reduction.

The frequency of the adverse effects is not known as it cannot be estimated from the available data.

System Organ Class Adverse Event

Immune system disorders Allergic reactions, including anaphylactic reaction,
dyspnoea and skin reactions (see below).

Skin and subcutaneous tissue disorders Allergic skin reactions including angioedema, urticaria,
pruritus, rash,erythema.

Metabolism and nutrition disorders Electrolyte disturbances, particularly hyperkalaemia and
hypokalaemia.

Nervous system disorders Headache
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Gastrointestinal disorders Abdominal pain, diarrhoea, vomiting, nausea, dyspepsia,
abdominal distension, borborygmi, flatulence and
anorectal discomfort.

General disorders and administration site conditions |Peripheral oedema

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued
monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to report any
suspected adverse reactions via Yellow Card Scheme Website: www.mhra.gov.uk/yellowcard.

4.9 Overdose

Severe abdominal pain or distension can be treated by nasogastric aspiration. Extensive fluid loss by diarrhoea or
vomiting may require correction of electrolyte disturbances.

5. Pharmacological properties

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Osmotically acting laxatives.
ATC code: AO6A D65

Macrogol 3350 acts by virtue of its osmotic action in the gut, which induces a laxative effect. Macrogol 3350 increases
the stool volume, which triggers colon motility via neuromuscular pathways. The physiological consequence is an
improved propulsive colonic transportation of the softened stools and a facilitation of the defaecation. Electrolytes
combined with macrogol 3350 are exchanged across the intestinal barrier (mucosa) with serum electrolytes and
excreted in faecal water without net gain or loss of sodium, potassium and water.

For the indication of faecal impaction controlled comparative studies have not been performed with other treatments
(e.g. enemas). In a non-comparative study in 27 adult patients, MOVICOL cleared the faecal impaction in 12/27 (44%)
after 1 day's treatment; 23/27 (85%) after 2 days' treatment and 24/27 (89%) at the end of 3 days.

Clinical studies in the use of MOVICOL in chronic constipation have shown that the dose needed to produce normal
formed stools tends to reduce over time. Many patients respond to between 1 and 2 sachets a day, but this dose
should be adjusted depending on individual response.

5.2 Pharmacokinetic properties

Macrogol 3350 is unchanged along the gut. It is virtually unabsorbed from the gastro-intestinal tract. Any macrogol
3350 that is absorbed is excreted via the urine.

5.3 Preclinical safety data
Preclinical studies provide evidence that macrogol 3350 has no significant systemic toxicity potential, based on

conventional studies of pharmacology, repeated dose toxicity and genotoxicity.

There were no direct embryotoxic or teratogenic effects in rats even at maternally toxic levels that are a multiple of 66
x the maximum recommended dose in humans for chronic constipation and 25 x for faecal impaction. Indirect
embryofetal effects, including reduction in fetal and placental weights, reduced fetal viability, increased limb and paw
hyperflexion and abortions, were noted in the rabbit at a maternally toxic dose that was 3.3 x the maximum
recommended dose in humans for treatment of chronic constipation and 1.3 x for faecal impaction. Rabbits are a
sensitive animal test species to the effects of Gl-acting substances and the studies were conducted under
exaggerated conditions with high dose volumes administered, which are not clinically relevant. The findings may have
been a consequence of an indirect effect of MOVICOL related to poor maternal condition as the result of an
exaggerated pharmacodynamic response in the rabbit. There was no indication of a teratogenic effect.

There are long-term animal toxicity and carcinogenicity studies involving macrogol 3350. Results from these and other
toxicity studies using high levels of orally administered high molecular weight macrogols provide evidence of safety at
the recommended therapeutic dose.

6. Pharmaceutical particulars

6.1 List of excipients
None

6.2 Incompatibilities
None are known.

6.3 Shelf life
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3 years.

Reconstituted solution: 24 hours.
6.4 Special precautions for storage

Sachet: Do not store above 25°C.

Reconstituted solution: Store at 2-8°C (in a refrigerator and covered).
6.5 Nature and contents of container

Each sachet contains 13.7 g of powder.
Sachet: laminate consisting of four layers: low density polyethylene, aluminium, low density polyethylene and paper.
Pack sizes: boxes of 6, 8, 10, 20, 30, 40, 50, 60 or 100 sachets.

Not all pack sizes may be marketed.
6.6 Special precautions for disposal and other handling

Any unused solution should be discarded within 24 hours.
7. Marketing authorisation holder

Norgine BV

Hogehilweg 7

1101 CA Amsterdam ZO

The Netherlands

8. Marketing authorisation number(s)
PL 20142/0004

9. Date of first authorisation/renewal of the authorisation
12 September 2006 / 25 January 2011

10. Date of revision of the text
October 2015

Company Contact Details
Norgine Limited

Address Telephone

Norgine House, Widewater Place, Moorhall Road, +44 (0)1895 826 600
Harefield, Middlesex, UB9 6NS
E-mail
Fax
+44 (0)1895 825 865

Medical Information e-mail
medinfo@norgine.com
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Package leaflet: Information for the patient
®
MOVICOL Plain 13.7g sachet, powder for oral solution

Read all of this leaflet carefully before you start taking this medicine because it
contains important information for you.
Always take this medicine exactly as described in this leaflet or as your doctor,
pharmacist or nurse has told you.

- Keep this leaflet. You may need to read it again.

- Ask your pharmacist if you need more information or advice.

- Ifyou get any side effects, talk to your doctor, pharmacist or nurse. This

includes any possible side effects not listed in this leaflet. See section 4.
- You must talk to a doctor if you do not feel better or if you feel worse.

If you need the information on this leaflet to be supplied in an alternative
format, such as large print, please ring from the UK: 0800 198 5000.

What is in this leaflet:

1. What Movicol Plain is and what it is used for

2. What you need to know before you take Movicol Plain
3. How to take Movicol Plain

4. Possible side effects

5. How to store Movicol Plain

6. Contents of the pack and other information

1. What Movicol Plain is and what it is used for

The name of this medicine is Movicol Plain 13.7g sachet, powder for oral solution. It
is a laxative for the treatment of constipation in adults, adolescents and elderly. It is
not recommended for children below 12 years of age.

Movicol Plain helps you to have a comfortable bowel movement even if you have
been constipated for a long time. Movicol Plain also works in very bad constipation
called faecal impaction.

2. What you need to know before you take Movicol Plain

Do not take Movicol Plain if your doctor has told you that you have:
- a blockage in your intestine (gut obstruction, paralysis of the intestine (ileus))
- a perforated gut wall
- severe inflammatory bowel disease like ulcerative colitis, Crohn’s disease or
toxic megacolon
- an allergy to the active substances of Movicol Plain (listed in section 6).

Warnings and precautions
When taking Movicol Plain you should continue to take plenty of fluids. The fluid
content of Movicol should not replace your regular liquid intake.

1.6-3



1.6-3

‘h

NORGINE

Heart conditions
Follow the special instructions in section 3 if you are taking Movicol Plain for faecal
impaction

Other medicines and Movicol Plain
Tell your doctor or pharmacist if you are taking, have recently taken or might take any
other medicines.

Some medicines, e.g. anti-epileptics, may not work as effectively during use with
Movicol Plain.

Pregnancy and breast feeding

Movicol Plain can be taken during pregnancy and whilst breastfeeding. If you are
pregnant, trying to become pregnant or breastfeeding, ask your pharmacist or doctor
for advice before taking Movicol Plain.

Driving and using machines
Movicol Plain does not affect your ability to drive or use machines.

3. How to take Movicol Plain
This medicine can be taken at any time with or without food .
Dissolve the content of each sachet in 125 ml (1/4 pint) of water and drink.

Constipation:
A dose of Movicol Plain is 1 sachet dissolved in 125 ml (1/4 pint) of water.
Take this 1 —3 times a day according to the severity of your constipation.

Faecal impaction:

Before you take Movicol Plain for faecal impaction, it should be confirmed that you
have this condition.

A dose of 8 sachets a day of Movicol Plain is needed for the treatment of faecal
impaction. Each sachet dissolved in 125 ml (1/4 pint) of water. The 8 sachets should
be taken within 6 hours for up to 3 days if required. If you have a heart condition, do
not take more than 2 sachets in any one hour.

How to mix:

Open the sachet and pour the contents into a glass. Add about 125ml or % pint of
water to the glass. Stir well until all the powder has dissolved and the Movicol Plain
solution is clear or slightly hazy, then drink it. If you are taking Movicol Plain for
faecal impaction it may be easier to dissolve 8 sachets in 1 litre of water.

Duration of treatment:
Constipation:
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Treatment with Movicol Plain usually lasts for about 2 weeks. If you need to take
Movicol Plain for longer, please see your doctor. If your constipation is caused by an
illness such as Parkinson’s disease or multiple sclerosis (MS), or if you take
medicines that cause constipation your doctor may recommend that you take Movicol
Plain for longer than 2 weeks. If you need to take Movicol Plain for longer, please see
your doctor.

Usually for long term treatment the dose can be lowered to either 1 or 2 sachets a day.

Faecal impaction:
Treatment with Movicol Plain can be for up to 3 days.

If you take more Movicol Plain than you should:

You may develop excessive diarrhoea, which can lead to dehydration. If this occurs, stop
taking Movicol Plain and drink plenty of fluids. If you are worried contact your doctor or
pharmacist.

If you forget to take Movicol Plain:
Take the dose as soon as you remember to take it.

4. Possible side effects
Like all medicines, this medicine can cause side effects, although not everybody gets
them.

Tell your doctor immediately and stop taking Movicol Plain if you:

* Get a serious allergic reaction which causes difficulty in breathing or dizziness, or
swelling of the face, lips tongue or throat.

Other side effects include:

Allergic reactions which may cause a skin rash, itching, reddening of the skin or a nettle
rash, swollen hands, feet or ankles, headaches and high and low levels of potassium in the
blood.

Sometimes you may have stomach ache or rumbles. You may also feel bloated, suffer
from wind, feel sick or vomit, may also experience soreness of the anus (bottom) and may
have mild diarrhoea when starting to take Movicol Plain. These side effects generally get
better if you reduce the amount of Movicol Plain you take.

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any
possible side effects not listed in this leaflet. You can also report side effects directly
via Yellow Card Scheme Website: www.mhra.gov.uk/yellowcard. By reporting side
effects you can help provide more information on the safety of this medicine.

5. How to store Movicol Plain
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Keep this medicine out of the sight and reach of children.

Do not use Movicol Plain after the expiry date which is stated on the sachet and
carton.

Do not store above 25°C.

Once you have made up Movicol Plain in water, if you cannot drink it straight away
keep it covered and in the fridge (2 — 8°C). Throw away any solution not used within
a 24 hour period.

Do not throw away any medicines via wastewater or household waste. Ask your
pharmacist how to throw away medicines you no longer use. These measures will
help protect the environment.

6. Contents of the pack and other information

What Movicol Plain contains

Each 13.7 g sachet of Movicol Plain contains the following:

Macrogol 3350 13.125 ¢
Sodium Chloride 0.3508 g
Sodium Hydrogen Carbonate 0.1786 g
Potassium Chloride 0.0502 g

When it is made into a drink with 125 millilitres of water, each sachet gives the
equivalent of:

Sodium 65 millimoles/litre
Chloride 53 millimoles/litre
Potassium 5.4 millimoles/litre

Hydrogen Carbonate 17 millimoles/litre

What Movicol Plain looks like and contents of the pack
Movicol Plain is a white powder.

Movicol Plain is available in boxes of 6, 8, 10, 20, 30, 40, 50, 60 or 100 sachets. Not
all pack sizes may be marketed.

Marketing authorisation holder:

Norgine BV, Hogehilweg 7, 1101 CA Amsterdam ZO, The Netherlands.
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Manufacturer:
Norgine Limited, New Road, Hengoed, Mid Glamorgan, CF82 §SJ, U.K.

NORGINE and the sail logo are registered trademarks of the Norgine group of
companies.

This medicinal product is authorised in the Member States of the EEA under the
following names:

Austria MOVICOL aromafrei
Belgium MOVICOL Neutral
Denmark MOVICOL Neutral
France MOVICOL Sans arome
Finland MOVICOL Plain

Ireland MOVICOL Plain

Italy MOVICOL 13,7 g polvere per soluzione orale Senza Aroma
Luxembourg MOVICOL Neutral
Netherlands Movicolon Naturel

Spain MOVICOL Sabor Neutro
Sweden MOVICOL Neutral
Switzerland MOVICOL aromafrei

United Kingdom MOVICOL Plain

This leaflet was last revised in 10/2015
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MOVICOL Paediatric Plain 6.9 g sachet, powder for oral solution

Summary of Product Characteristics Updated 11-Dec-2015 | Norgine Limited
1. Name of the medicinal product
MOVICOL Paediatric Plain 6.9 g sachet, powder for oral solution.
2. Qualitative and quantitative composition
Each sachet of MOVICOL Paediatric Plain contains the following active substances:
Macrogol 3350 6.563 g
Sodium Chloride 0.1754 g
Sodium Hydrogen Carbonate 0.0893 g
Potassium Chloride 0.0251 g

The content of electrolyte ions per sachet when made up to 62.5 ml of solution is as follows:

Sodium 65 mmol/l
Chloride 53 mmol/l
Potassium 5.4 mmol/l
Bicarbonate 17 mmol/l

3. Pharmaceutical form
Powder for oral solution.

Free flowing white powder.
4. Clinical particulars

4.1 Therapeutic indications

For the treatment of chronic constipation in children 2 to 11 years of age.

For the treatment of faecal impaction in children from the age of five years, defined as refractory constipation with
faecal loading of the rectum and/or colon.

4.2 Posology and method of administration

Posology
Chronic constipation

The usual starting dose is 1 sachet daily for children aged 2 to 6 years, and 2 sachets daily for children aged 7 — 11
years. The dose should be adjusted up or down as required to produce regular soft stools. If the dose needs

increasing this is best done every second day. The maximum dose needed does not normally exceed 4 sachets a
day.

Treatment of children with chronic constipation needs to be or a prolonged period (at least 6 — 12 months). However,
safety and efficacy of MOVICOL Paediatric Plain has only been proved for a period of up to three months. Treatment
should be stopped gradually and resumed if constipation recurs.

Faecal impaction

A course of treatment for faecal impaction with MOVICOL Paediatric Plain is for up to 7 days as follows:

Daily dosage regimen:

Number of MOVICOL Paediatric Plain sachets

Age (years) (Day 1 IDay 2 Day 3 Day 4 Day 5 Day 6 Day 7

5-11 4 6 8 10 12 12 12

The daily number of sachets should be taken in divided doses, all consumed within a 12 hour period. The above
dosage regimen should be stopped once disimpaction has occurred. An indicator of disimpaction is the passage of a
large volume of stools. After disimpaction it is recommended that the child follows an appropriate bowel management
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program to prevent reimpaction (dosing for prevention of re-impaction should be as for patients with chronic
constipation; see above).

MOVICOL Paediatric Plain is not recommended for children below five years of age for the treatment of faecal
impaction, or in children below two years of age for the treatment of chronic constipation. For patients of 12 years and
older it is recommended to use MOVICOL.

Patients with impaired cardiovascular function:

There are no clinical data for this group of patients. Therefore MOVICOL Paediatric Plain is not recommended for
treating faecal impaction in children with impaired cardiovascular function.

Patients with renal insufficiency:

There are no clinical data for this group of patients. Therefore MOVICOL Paediatric Plain is not recommended for
treating faecal impaction in children with impaired renal function.

Method of administration

Each sachet should be dissolved in 62.5 ml (quarter of a glass) of water. The correct number of sachets may be
reconstituted in advance and kept covered and refrigerated for up to 24 hours. For example, for use in faecal
impaction, 12 sachets can be made up into 750 ml of water.

4.3 Contraindications
Intestinal perforation or obstruction due to structural or functional disorder of the gut wall, ileus, severe inflammatory
conditions of the intestinal tract, such as Crohn's disease and ulcerative colitis and toxic megacolon.

Hypersensitivity to the active substances.
4.4 Special warnings and precautions for use

The fluid content of MOVICOL Paediatric Plain when re-constituted with water does not replace regular fluid intake
and adequate fluid intake must be maintained.

Diagnosis of faecal impaction/faecal loading of the rectum should be confirmed by the physical or radiological
examination of the abdomen and rectum.

Rarely symptoms indicating shifts of fluid/electrolytes e.g. oedema, shortness of breath, increasing fatigue,
dehydration and cardiac failure have been reported in adults when using preparations containing macrogol. If this
occurs MOVICOL Paediatric Plain should be stopped immediately, electrolytes measured, and any abnormality
should be treated appropriately.

When used in high doses to treat faecal impaction this medicinal product should be administered with caution to
patients with impaired gag reflex, reflux oesophagitis or diminished levels of consciousness.

MOVICOL Paediatric Plain solution when reconstituted has no calorific value.

The absorption of other medicinal products could transiently be reduced due to an increase in gastro-intestinal transit
rate induced by MOVICOL Paediatric Plain (see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

Medicinal products in solid dose form taken within one hour of administration of large volumes of macrogol
preparations (as used when treating faecal impaction) may be flushed from the gastrointestinal tract and not
absorbed.

Macrogol raises the solubility of medicinal products that are soluble in alcohol and relatively insoluble in water.

There is a possibility that the absorption of other medicinal products could be transiently reduced during use with
MOVICOL Paediatric Plain (see section 4.4).There have been isolated reports of decreased efficacy with some
concomitantly administered medicinal products, e.g. anti-epileptics.

4.6 Fertility, pregnancy and lactation

Pregnancy

There are limited amount of data from the use of MOVICOL in pregnant women. Studies in animals have shown
indirect reproductive toxicity (see section 5.3). Clinically, no effects during pregnancy are anticipated, since systemic
exposure to macrogol 3350 is negligible.

MOVICOL can be used during pregnancy.

Breastfeeding

No effects on the breastfed newborn/infant are anticipated since the systemic exposure of the breast-feeding woman
to Macrogol 3350 is negligible.
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MOVICOL can be used during breast-feeding.

Fertility

There are no data on the effects of MOVICOL on fertility in humans. There were no effects on fertility in studies in
male and female rats (see section 5.3).

4.7 Effects on ability to drive and use machines
MOVICOL Paediatric Plain has no influence on the ability to drive and use machines.
4.8 Undesirable effects

Reactions related to the gastrointestinal tract occur most commonly.

These reactions may occur as a consequence of expansion of the contents of the gastrointestinal tract, and an
increase in motility due to the pharmacologic effects of MOVICOL Paediatric Plain.

In the treatment of chronic constipation, diarrhoea or loose stools normally respond to a reduction in dose.

Diarrhoea, abdominal distension, anorectal discomfort and mild vomiting are more often observed during the
treatment for faecal impaction. Vomiting may be resolved if the dose is reduced or delayed.

The frequency of the adverse reactions listed below is defined using the following convention: very common (21/10);
common (=1/100, <1/10); uncommon (=1/1,000, <1/100); rare (=1/10,000, <1/1000); and very rare (<1/10,000); not
known (cannot be estimated from the available data).

System Organ Class Frequency Adverse event
Immune system disorders Rare Allergic reactions including anaphylactic
reaction.
Not known Dyspnoea and skin reaction (see below)
Skin and subcutaneous tissue Not Known Allergic skin reactions including angioedema,
disorders urticaria, pruritus, rash, erythema
Metabolism and nutrition disorders |Not known Electrolyte disturbances, particularly

hyperkalaemia and hypokalaemia.

Nervous system disorders Not known Headache
Gastrointestinal disorders Very common Abdominal pain, borborygmi.
Common Diarrhoea, vomiting, nausea and anorectal
discomfort.
Uncommon Abdominal distension, flatulence.
Not known Dyspepsia and peri-anal inflammation.
General disorders and Not known Peripheral oedema

administration site conditions

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued
monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to report any
suspected adverse reactions via Yellow Card Scheme Website: www.mhra.gov.uk/yellowcard.

4.9 Overdose

Severe abdominal pain or distension can be treated by nasogastric aspiration. Extensive fluid loss by diarrhoea or
vomiting may require correction of electrolyte disturbances.

5. Pharmacological properties
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Osmotically acting laxatives.
ATC code: AO6A D65

Macrogol 3350 acts by virtue of its osmotic action in the gut, which induces a laxative effect. Macrogol 3350 increases
the stool volume, which triggers colon motility via neuromuscular pathways. The physiological consequence is an
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improved propulsive colonic transportation of the softened stools and a facilitation of the defaecation. Electrolytes
combined with macrogol 3350 are exchanged across the intestinal barrier (mucosa) with serum electrolytes and
excreted in faecal water without net gain or loss of sodium, potassium and water.

In an open study of MOVICOL in chronic constipation, weekly defaecation frequency was increased from 1.3 at
baseline to 6.7, 7.2 and 7.1 at weeks 2, 4 and 12 respectively. In a study comparing MOVICOL and lactulose as
maintenance therapy after disimpaction, weekly stool frequency at the last visit was 9.4 (SD 4.46) in the MOVICOL
group compared with 5.9 (SD 4.29). In the lactulose group 7 children re-impacted (23%) compared with no children in
the MOVICOL group.

For the indication of faecal impaction comparative studies have not been performed with other treatments (e.g.
enemas). In a non-comparative study in 63 children, MOVICOL (Paediatric) cleared the faecal impaction in the
majority of patients within 3 - 7 days of treatment. For the 5 - 11 years age group the average total number of sachets
of MOVICOL Paediatric required was 47.2.

5.2 Pharmacokinetic properties

Macrogol 3350 is unchanged along the gut. It is virtually unabsorbed from the gastrointestinal tract. Any macrogol
3350 that is absorbed is excreted via the urine.

5.3 Preclinical safety data

Preclinical studies provide evidence that macrogol 3350 has no significant systemic toxicity potential, based on
conventional studies of pharmacology, repeated dose toxicity and genotoxicity.

There were no direct embryotoxic or teratogenic effects in rats even at maternally toxic levels that are a multiple of 66
x the maximum recommended dose in humans for chronic constipation and 25 x for faecal impaction. Indirect
embryofetal effects, including reduction in fetal and placental weights, reduced fetal viability, increased limb and paw
hyperflexion and abortions, were noted in the rabbit at a maternally toxic dose that was 3.3 x the maximum
recommended dose in humans for treatment of chronic constipation and 1.3 x for faecal impaction. Rabbits are a
sensitive animal test species to the effects of Gl-acting substances and the studies were conducted under
exaggerated conditions with high dose volumes administered, which are not clinically relevant. The findings may have
been a consequence of an indirect effect of MOVICOL related to poor maternal condition as the result of an
exaggerated pharmacodynamic response in the rabbit. There was no indication of a teratogenic effect.

There are long-term animal toxicity and carcinogenicity studies involving macrogol 3350. Results from these and other
toxicity studies using high levels of orally administered high molecular weight macrogols provide evidence of safety at
the recommended therapeutic dose.

6. Pharmaceutical particulars

6.1 List of excipients
None.

6.2 Incompatibilities
Not applicable.

6.3 Shelf life

3 years.

Reconstituted solution: 24 hours.
6.4 Special precautions for storage
Sachet: Do not store above 25°C.
Reconstituted solution: Store in a refrigerator (2°C - 8°C) and covered.
6.5 Nature and contents of container
Sachet: laminate consisting of four layers: low density polyethylene (LDPE), aluminium, LDPE and paper.
Pack sizes: boxes of 6, 8, 10, 20, 30, 40, 50, 60 or 100 sachets.
Not all pack sizes may be marketed.

6.6 Special precautions for disposal and other handling

Any unused solution should be discarded within 24 hours.
7. Marketing authorisation holder
Norgine Pharmaceuticals Limited

Norgine House
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Widewater Place
Moorhall Road, Harefield
UXBRIDGE, Middlesex
UB9 6NS, United Kingdom
8. Marketing authorisation number(s)
PL 20011/0005
9. Date of first authorisation/renewal of the authorisation
24 September 2003
10. Date of revision of the text
October 2015

Company Contact Details
Norgine Limited

Address Telephone

Norgine House, Widewater Place, Moorhall Road, +44 (0)1895 826 600
Harefield, Middlesex, UB9 6NS

E-mail
Fax

+44 (0)1895 825 865

Medical Information e-mail
medinfo@norgine.com

https://www.medicines.org.uk/emc/print-document?documentld=14165 28/06/2017
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Package leaflet: Information for the patient
MOVICOL® Paediatric Plain 6.9g sachet, powder for oral solution

Read all of this leaflet carefully before you start to give this medicine to your child
because it contains important information for you.

. Keep this leaflet. You may need to read it again.

. If you have any further questions, ask your doctor, pharmacist or nurse.

. This medicine has been prescribed for your child. Do not pass it on to others. It may
harm them, even if their signs of illness are the same as your child’s.

. If your child gets any side effects, talk to your doctor, pharmacist or nurse. This
includes any possible side effects not listed in this leaflet. See section 4.

If you need the information on this leaflet in an alternative format, such as large print,
please ring from the UK: 0800 198 5000, From Ireland: 00 44 1895 826 606

What is in this leaflet:

1. What Movicol Paediatric Plain is and what it is used for

2. What you need to know before you give Movicol Paediatric Plain
3. How to give Movicol Paediatric Plain

4. Possible side effects

5. How to store Movicol Paediatric Plain

6. Contents of the pack and other information

1. What Movicol Paediatric Plain is and what it is used for

The name of this medicine is Movicol Paediatric Plain 6.9g sachet, powder for oral solution.
It 1s a laxative for the treatment of chronic constipation in children aged 2 to 11 years and for
the treatment of very bad constipation (called faecal impaction) in children aged 5 to 11 years.

Movicol Paediatric Plain helps your child to have a comfortable bowel movement even if they
have been constipated for a long time.

2. What you need to know before you give Movicol Paediatric Plain

Do not give Movicol Paediatric Plain if your doctor has told you that your child has:

- ablockage in their intestine (gut obstruction, ileus)

- aperforated gut wall

- severe inflammatory bowel disease like ulcerative colitis, Crohn’s disease or toxic
megacolon

- an allergy to the active substances of Movicol Paediatric Plain (listed in section 6).

If your child has a heart or kidney problem, an impaired gag reflex or reflux oesophagitis
(heart-burn caused by back-flow of stomach contents into the oesophagus), you should talk to

your doctor before giving Movicol Paediatric Plain.

Warnings and precautions
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When taking Movicol Paediatric Plain you should continue to take plenty of fluids. The fluid

content of Movicol should not replace your regular liquid intake.

Other medicines and Movicol Paediatric Plain

Tell your doctor if your child is taking or has recently taken or might take any other
medicines. Some medicines, e.g. anti-epileptics, may not work as effectively during use with
Movicol Paediatric Plain. When taking large volumes of Movicol Paediatric Plain (e.g. for
faecal impaction), your child should not take other medicines within one hour of taking
Movicol Paediatric Plain.

Pregnancy and breast feeding
Movicol Paediatric Plain can be given during pregnancy and whilst breastfeeding. Ask your
pharmacist or doctor for advice before giving Movicol Paediatric Plain.

3. How to give Movicol Paediatric Plain
This medicine can be given at any time with or without food.

Dissolve the content of each sachet in 62.5 ml (1/4 of a glass) of water and drink.
Chronic Constipation:

The dose of Movicol Paediatric Plain depends on the age of the child and their response to
treatment.

. As a starting dose, children aged 2 to 6 years should be given 1 sachet (=1 dose) each
day.
. Children aged 7 to 11 should be given 2 sachets each day.Your doctor may tell you to

increase the number of sachets taken until your child has a soft bowel movement. If
the dose does need increasing, this should be done every other day. Normally, no more
than 4 sachets are required to be taken in one day.

It is not necessary to take all of the drink at one time, if the child prefers it, half the drink can
be taken in the morning and half in the evening.

Faecal impaction:
Before your child takes Movicol Paediatric Plain for faecal impaction, it should be confirmed

medically that your child has this condition.

A course of treatment with Movicol Paediatric Plain is as follows:

Number of Movicol Paediatric Plain sachets
Age Day 1 Day 2 Day 3 Day 4 Day § Day 6 Day 7
(years)
5-11 4 6 8 10 12 12 12

The daily number of sachets should be taken in divided doses, all taken within 12 hours (e.g.
8am — 8pm). Each sachet dissolved in 62.5 ml (1/4 of a glass) of water. Treatment can be
stopped when the medicine has worked. This is shown by your child passing large volumes
of stool and/or watery diarrhoea.

How to mix
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. Open the sachet and pour the contents into a glass. Add about 62.5 ml or % glass of

water to the glass. Stir well until all the powder has dissolved and the Movicol
Paediatric Plain solution is clear or slightly hazy, then give it to your child to drink.

. If you like you can add a flavour such as orange squash to the drink. If your child is
taking Movicol Paediatric Plain for faecal impaction it may be easier to dissolve 12
sachets in 750ml of water.

Duration of treatment

Chronic constipation:
Treatment needs to be for a prolonged period of time, at least 6 — 12 months.

Faecal impaction:
Treatment with Movicol Paediatric Plain can be for up to 7 days.

If your child takes more Movicol Paediatric Plain than they should:
Your child may develop excessive diarrhoea. If this occurs, stop taking Movicol Paediatric
Plain and drink plenty of fluids. If you are worried contact your doctor or pharmacist.

If you forget to give Movicol Paediatric Plain:
Give the dose as soon as you remember.

4. Possible side effects
Like all medicines, this medicine can cause side effects, although not everybody gets them.

Tell your doctor immediately and stop giving Movicol Paediatric Plain if your child:
. gets a serious allergic reaction which causes difficulty in breathing or swelling of the
face, lips, tongue or throat.

Very common side effects (more than 1 person in 10)
. stomach pains

. stomach rumbles

Common side effects (more than 1 in 100 but less than 1 in 10 people):

. diarrhoea

. vomiting (being sick)

. nausea (feeling sick)

. anal discomfort (uncomfortable sensation around the bottom).

If your child is being treated for chronic constipation, diarrhoea will usually improve when
the dose is reduced.

Uncommon side effects (more than 1 in 1000 but less than 1 in 100 people)
e swollen stomach
e wind

Rare side effects (less than 1 person in 1000)
= allergic reactions, which may include, breathlessness or difficulty in breathing.
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Other side effects reported include:

Skin rash (hives), itching, reddening of the skin or a nettle rash, swollen hands, feet or ankles,
headaches, indigestion, high or low levels of potassium in the blood

Reporting of side effects

UK: If your child gets any side effects, talk to your doctor, pharmacist or nurse. This includes
any possible side effects not listed in this leaflet. You can also report side effects directly via
Yellow Card Scheme Website: www.mhra.gov.uk/yellowcard. By reporting side effects you
can help provide more information on the safety of this medicine.

IE: If your child gets any side effects, talk to your doctor, pharmacist or nurse. This includes
any possible side effects not listed in this leaflet. You can also report side effects directly via
HPRA Pharmacovigilance, Earlsfort Terrace, IRL — Dublin 2; Tel: +353 1 6764971; Fax:
+353 1 6762517. Website: www.hpra.ie; E-mail: medsafety@hpra.ie. By reporting side
effects you can help provide more Information on the safety of this medicine.

MT: If your child gets any side effects, talk to your doctor, pharmacist or nurse. This includes
any possible side effects not listed in this leaflet. You can also report side effects directly via
www.medicinesauthority.gov.mt/adrportal.

5. How to store Movicol Paediatric Plain

Keep this medicine out of the sight and reach of children.

. Do not use Movicol Paediatric Plain after the expiry date which is stated on the sachet
and carton.

. The expiry date refers to the last day of that month.

. Do not store your Movicol Paediatric Plain above 25°C.

. Once you have made up Movicol Paediatric Plain in water, if your child cannot drink

it straight away keep it covered and in the fridge (2 — 8°C). Throw away any solution
not used within a 24 hour period.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist
how to throw away medicines you no longer use. These measures will help protect the
environment.

6. Contents of the pack and other information

What Movicol Paediatric Plain contains
Each 6.9g sachet of Movicol Paediatric Plain contains the following:

Macrogol 3350 6.563 g

Sodium Chloride 0.1754 ¢
Sodium Hydrogen Carbonate 0.0893 ¢
Potassium Chloride 0.0251 g

Movicol Paediatric Plain contains no colours, flavours or sweeteners.

When it is made into a drink with % glass (62.5ml) of water, each sachet gives the equivalent
of:
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Sodium 65 millimoles/litre
Chloride 53 millimoles/litre
Potassium 5.4 millimoles/litre
Bicarbonate 17 millimoles/litre

What Movicol Paediatric Plain looks like and contents of the pack
Movicol Paediatric Plain is a white powder.

Movicol Paediatric Plain is available in boxes of 6, 8, 10, 20, 30, 40, 50, 60 or 100 sachets.
Not all pack sizes may be marketed.

UK and MT Marketing authorisation holder:
Norgine Pharmaceuticals Limited, Moorhall Rd, Harefield, Middx, UB9 6NS, UK

IE Marketing authorisation holder:
Norgine Ltd, Moorhall Rd, Harefield, Middx, UB9 6NS, UK

Manufacturer:
Norgine Limited, New Road, Hengoed, Mid Glamorgan, CF82 8SJ, U.K.

This medicinal product is authorised in the Member States of the EEA under the
following names

Austria MOVICOL Junior aromafrei

Germany MOVICOL Junior aromafrei

Belgium MOVICOL Junior Neutral

Sweden MOVICOL Junior Neutral

Finland MOVICOL Junior Plain

UK MOVICOL Paediatric Plain

Ireland MOVICOL Paediatric Plain

Italy MOVICOL Bambini 6,9 g polvere per
soluzione orale Senza Aroma

Spain MOVICOL Pediatrico Sabor Neutro

Netherlands MOVICOLON Junior Naturel

Luxembourg MOVICOL Junior Neutral

Denmark MOVICOL Junior Neutral

Norway MOVICOL Junior

Switzerland MOVICOL Paediatric Plain

The leaflet was last revised in 01/2017

MOVICOL, Norgine and the sail logo are registered trademarks of the Norgine group of
companies.
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10000 mg/kg/day LA EORE : R D
ZAb, FREOHM, EMOILEE GER
TERNZ AR S 214k L #EE2)
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Chloride and Hydrogen Carbonate in AJG555 for the
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