Enteral Data Sheet GBUKGroup

e Enhancing Patient Care ssse
Revision 4.1

Ref Doc: CCR0441 No.: RT-XXXXX Rev.5

Product: ‘RylesTubes Application: | Enteral Feeding

Technical Qualification

Raw Materials: Catheter Tube with Radio-opaque line & Funnel Connector: Polyvinyl chloride (PVC),
marking: Polyvinyl chloride (PVC), Radio- Masterbatch (MB)
opaque Polyvinyl chloride (PVC), Masterbatch
(MB)
Packing: Individual blister package
Regulatory: MDD Class lla
Others: Latex free, DEHP free.
Shelf Life: 5yrs from the Manufacturing Date

Products:

Code: Description:
RT-06125 Ryles Tube 6Fr 125cm
RT-08125 Ryles Tube 8Fr 125cm
RT-10125 Ryles Tube 10Fr 125cm
RT-12125 Ryles Tube 12Fr 125cm
RT-14125 Ryles Tube 14Fr 125cm
RT-16125 Ryles Tube 16Fr 125cm
RT-18125 Ryles Tube 18Fr 125cm
RT-20125 Ryles Tube 20Fr 125cm

Intended Use:
See IFU

Using Recommendations:

N/A

Pictures:

Please note there are variations to Figure 1 for all products due to their varying sizes
***¥RT-06125, RT-08125, RT-10125, RT-1212, RT-14125, RT-16125, RT-18125, RT-20125***
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Figure 1
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Packaging:
Code: Packing: Units:
Primary — Blister 1
230mm (W) x 100mm (D)
Secondary — Box
RT-06125 228mm (H) x 190mm (W) x 165mm (D) >0
Tertiary - Carton 500
850mm (H) x 410mm (W) x 246mm (D)
Primary — Blister 1
230mm (W) x 100mm (D)
Secondary — Box
RT-08125 228mm (H) x 190mm (W) x 165mm (D) >0
Tertiary - Carton 500
850mm (H) x 410mm (W) x 246mm (D)
Primary — Blister 1
230mm (W) x 100mm (D)
Secondary — Box
RT-10125 228mm (H) x 190mm (W) x 165mm (D) >0
Tertiary - Carton 500
850mm (H) x 410mm (W) x 246mm (D)
Primary — Blister 1
230mm (W) x 100mm (D)
Secondary — Box
RT-12125 228mm (H) x 190mm (W) x 165mm (D) >0
Tertiary - Carton 500
850mm (H) x 410mm (W) x 246mm (D)
Primary — Blister 1
230mm (W) x 100mm (D)
RT-14125 Secondary — Box 50
228mm (H) x 190mm (W) x 165mm (D)
Tertiary - Carton 500
850mm (H) x 410mm (W) x 246mm (D)
Primary — Blister 1
230mm (W) x 100mm (D)
Secondary — Box 50
RT-16125 225mm (H) x 192mm (W) x 230mm (D)
Tertiary - Carton 400
490mm (H) x 400mm (W) x 480mm (D)
Primary — Blister 1
230mm (W) x 100mm (D)
Secondary — Box
RT-18125 225mm (H) x 192mm (W) x 230mm (D) >0
Tertiary - Carton 400
490mm (H) x 400mm (W) x 480mm (D)
Primary — Blister 1
230mm (W) x 100mm (D)
Secondary — Box
RT-20125 225mm (H) x 192mm (W) x 230mm (D) >0
Tertiary - Carton 400
490mm (H) x 400mm (W) x 480mm (D)
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Code: GTIN Primary: GTIN Secondary: GTIN Tertiary:

RT-06125 8902120400222 58902120400227
68902120400224

RT-0812 21204002 2120400234
08125 8902120400239 5890212040023 68902120400231

RT-10125 8902120400246 58902120400241
68902120400248

RT-12125 8902120400253 58902120400258
68902120400255

RT-14125 8902120400260 58902120400265
68902120400262

RT-16125 8902120400277 58902120400272
68902120400279

RT-18125 8902120400284 58902120400289
68902120400286

RT-20125 8902120400291 58902120400296
68902120400293

Drawings:
THIS DRAWING IS CONFIDENTIAL AND THE PROPERTY OF THE COMPANY | DIMENSIONS THE ON THE
“GBUK Group” IT CANNOT BE GIVEN, COMMUNICATED OR COPIED DRAWING NOT TO SCALE
WITHOUT OUR AUTHORIZATION

Figure 2: Ryle’s Tube

**Size Variations are colour coded**
RT-06125 Ryles Tube 6Fr 125cm (Sea Green)
RT-08125 Ryles Tube 8Fr 125cm (Blue)
RT-10-125 Ryles Tube 10Fr 125cm (Black)
RT-12125 Ryles Tube 12Fr 125cm (White)
RT-14125 Ryles Tube 14Fr 125cm (Green)
RT-16125 Ryles Tube 16Fr 125cm (Orange)
RT-18125 Ryles Tube 18Fr 125cm (Red)
RT-20125 Ryles Tube 20Fr 125cm (Yellow)

Figure 2
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Description: | Primary Artwork

Figure 3: RT-06125
Figure 4: RT-08125
Figure 5: RT-10125
Figure 6: RT-12125
Figure 7: RT-14125
Figure 8: RT-16125
Figure 9: RT-18125
Figure 10: RT-20125

Ryles Tube R e

. OBALES.A
NﬂSOgﬂS‘lI‘IC Tube Mﬁmmwahsﬂwanmmhhlgm

Emall: mail Sobelis.net
Lie. No. : MFE/MD/ 2021/ 000425

[(AAX*@O
06Fr x 125¢cm & D] el O C €,

Symbol glossary avallatie al wew romsons com
Hot made with natuml ubber tex.

@: 2.00 mm @:E 1.20 mm [rEF] RT-06125
[LoT] 300000000(¢
@) GBUKE TTeral 2 mncon

Figure 3

Mfe: Romsons intemnational Unit4l)

Woida Dadri Road, Phase-Il, Nolda-201305 INDIA)
RYIes TUbe S9C), Woida Special Economic Zone,
Nasogastric Tube [ECTRE] 553w, 090 st s
Lic. No. : MFG/MD/ 20 /000425

[(IAX*®Q
O08Fr x 125cm & O C €z46n

Symibol glossary availlabie at wes romsons.com
Mot made with natuml mbber kalex.

@: 270 mm ©:E 170 mm [reF]RT-08125
[LoT] xo00n000000x
GBUKEnTeral ﬂgﬂ rrreamon

Part of tae GILIE Group sees

Figure 4
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Mifr.: Romsons international {Undt-ll)
R Ies Tu be 59.C), Nolda Spedal Economic Zone,
Noida Dadrl Road, Phase-Il, Mokda- 201305 INDLY
OBELE5.A
Mﬁﬁﬁdmhﬂimm&m

Nasogastric Tube B e et et
Lic. No. : MFG/MD/ 2021/ 000425

(AAX*®Q
10Fr x 125¢cm & D] [srernefrd] O C €0

Symibiol glossary avalabie 1 W OMSoNs.com
Mot irade with natuml sbbes e,

@:: 330 mm @]: 215 mm RT-10125
[LoT] 30000000000
GBUKETeral Bl e

Part of o GALI Grogp #sas

Figure 5

Mfc: Romsons Intemational {Unit11)
Ryles Tube e s
Nasogastric Tube [EC TRE] 3355w, 1030 s s

Lic. No. : MFE/MD/2021 /000425

(AAZX*®Q
12Fr x 125¢cm & D] rersled] O C €4

Symibol ghossary avalialie 81 Wa s roMmSons.com
Not made with natusal jibbar katex.

@:: 4,00 mm @]: 2,65 mm RT-12125
[LoT] 3000000000¢
GBUKEiferal B v

Fart of the GILW Gosp seas

Figure 6
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Nasogastric Tube

@ Ryles Tube

14Fr x 125cm

@: 470 mm ©:[ 215 mm
@ &) GBUKE(Teral

Figure 7

Nasogastric Tube

@ Ryles Tube

Mir: Romsons Intemnational (Unit-1l)
58.0C). Nolda Spedial Economic Zane,
Nodda Dadr Road, Phase-1l, Nobda- 201305 (INDLA)

OBELIS 5. A
Bd. Général Wahis 53, 1030 Bnssels, Belgium
Email: mail sobel is.net

Lic. Nio. : MFG/MDY 2021 /000425

HAX4®Q
& MD] remzled] O C €0

Symibol glossary availlable at www. rom sons.cam

Mot made with ratural rubbes "
RT-14125 ]
[LoT] x000000000¢ K
td yyvemmop

MOH0ER R0 00260
% vyy¥mmoD PO .=

RT14125-03012024

Mir: Romsons intemational (Uinit-11)
58.0C), Nokda Spedal Economic Zane,
Nokda Dadrl Road, Phase-Il, Nolda- 201305 (INDIA)

OBELIS 5.4
Mﬁhéld'ﬁahs‘iiﬂ]ﬂmls. Belglum
Email: mail oblis.net

A X “«©® @
® WD) 5 O € €

16Fr x 125¢cm
Symibol glossary avaliable a1 Wi, fam Sons.cam
Mot made with ratural rubber Bles. -
@: 5.30 mm @: 3.70 mm RT-16125
[LoT] xo0n0000000¢
GBUKErTeral ] vormeon proew—
Part of thi GIUK Group #ees g YYYY-MM-DD (Y RMDIO ) DFOCOOO000
RT16125-03012024
Figure 8
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Mit.: Romsons Intemational fUnitdl)
Ryles Tube e s o
Nasogastric Tube [ECTREP] 5 i oris 53,1030 Basseis,segiom

Email: mall @obelis.net
Lic. No. : MFG/MIY2021 /000425

(A X*@Q
18Fr x 125¢cm & D] rered] O C €40

Symibol glossary avallabe 8w s nOMSONS. GOM
Mot made with nafuml rubber kalex.

@: .00 mm @: 420 mm [REF| RT-18125
&) GBUKETeral ol wms

RT18125-03012024

.l-
'.‘

Figure 9

Mfr.: Romsons Intemational Unit41)
Ryles Tube e s o
Nasogastric Tube (ECTREP oGt w1020 s s

Lic. No. : MFG/MD/2021 /000425

(HAEF*®D
20Fr x 125¢m & M| el O € €0

Symbol glossary avallable 8l W roMmsons. com
Hot made with natuml rubber ltex.

@: 6.70 mm @: 470 mm RT.20128
GBUKEnTeral ) rovameso T

Part of t=a GALW Grogp ssas

.l-
'a‘

RT20M25-030M2024

Figure 10
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Description: | Secondary Artwork

Figure 11:
Figure 12:
Figure 13:
Figure 14:
Figure 15:
Figure 16:
Figure 17:
Figure 18:

RT-06125
RT-08125
RT-10125
RT-12125
RT-14125
RT-16125
RT-18125
RT-20125

Ryles Tube

Nasogastric Tube @) GBUKE(Teral

Mot made with natural rubber latex, & @ ® @
O6Fr x 125cm [T b & 4

Quantity: 50 units I:";
e

_
@[2.00 mm @1:120 mm
(01)58802120400227

(171 Y MMDD{10)X 000000000
RT-06125 c €246l] ul Mi.: Romsons intemational (Unit-11
@ 3000000000

ﬁiﬂ YYYY-MM-DD

59C), Modda Spedial Economic Zane,
Hoda Dadri Road, Fhasel, Molda-201305 (INDLA)
Lic. M. : MFGAID2021 000425

[EcTwEr] OBELIS 5.A
& yyyvmmoD B s e e et
RTOS6125-02012024
| Figure 11
=
Nasogastric Tube &) GBUKE(Teral
Not made with natural rubber latex. & @ ® @
08Fr x 125¢cm [ Wo] Z5 4
Quantity: 50 units I:"i
o
@:230 mm @: 170 mm
uny
YMMOD{I0]XO000000000
RT-08125 c €2.46l] wl M Romsons Intemational (Unit-I1)

S4.C). Molda Spedal Economic Zane,
Maida Dadrd Road, Phasel, Nolda-20 1305 {INDIA)
Lig. No. : MPG 02021 000425

@ 0000000
E‘Iﬁﬂ YYYY-MM-DD

[EcTREF] OBELIS 5.4
E YYYY-MM-DD Bd. Général Wahis 53, mﬂ?uﬂs&&mﬂm
RTO8125-03012024

Figure 12

M l

|
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rRyles Tube

Nasogastric Tube &) GBUKE(fTeral

Not made with natural rubber latex. & @ ® @
10Fr x 125cm [Ti] Mp] Z5

i

Quantity: 50 units

@:330 mm @1:2.15 mm

(01)58802120400241
(7)Y YMMD D10 X300 00000
[FeF] RT-10125 c €24‘5'] ud Mk Romsons Intemational (Linit 1)
@ 00000000 59.{C), Nolda Special Ecanomic Zane,
Muida Dadrl Road, Phase-ll, Nokda-201305 (INDIA)
mﬂ YYYY-MM-DD Lie. No. : MFGMDZ021 100425
[EETREF] OBELIS 5.A
E YYYY-MM-DD Bd. Général Wahls 53, mn&::els.neumm
RT10125032012024

Figure 13

rRyles Tube

Nasogastric Tube &) GBUKE Teral

Not made with natural rubber latex. A @ ® @
12Fr x 125cm [T Mp) Z5 <

Quantity: 50 units IE
=

@:4.00 mm @:255 mm

(01)EE8802120400258
g3 N
2460

RT-12125 al Mi: Romsons international (Unit-1)
IEI FOOO0O0000K 59.C). Molda Special Economic Zane,
Maolda Dadr Road, Phase-l, Molda-201305 {INDLA)
mﬂ YYYY-MM-DD L. Mo : MFGMDE021 /000425
[EcTReF] OBELES 5.A
E YYYY-MM-DD Bd. Général Wahis 53, mﬂ&'ﬂﬂsfk,mm‘m
RT12125-03012024

Figure 14
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rRyles Tube

Nasogastric Tube @ GBUKE Tleral

Not made with natural rubber latex. & @ ® @
14Fr x 125¢cm [T Mo 5% <

Quantity: 50 units

@[430 mm @:315 mm

[01)58902120400265
C g  Jrmmemommee

RT-14125 Mir: Romsons Intemational {Unit-3)
IEI WOO0O000OC 54.4C), Noida Special Economic Zone,
Wolda Dadd Road, Phase-ll, Nodda-20M30%5 (INDLA)
[WL.[I YYYY-MM-DD Lic. N, : MFGMDEZ021 000425
[EETREF] OBELIS 5.A
Bd. Général Wahis 53, 1030 Brussels, Belghum
@  YYYymmDD [STERILE[EO] Email: malls chelis net
RT44125-03012024

Figure 15

rRyles Tube

Nasogastric Tube @) GBUKETeral

Not made with natural rubber latex. A @ ® @
16Fr x 125cm [T Mb) £5 <

Quantity: 50 units

@[ 5.30mm @Es.‘m mm

(M)58802120400272
c E AT YMMDDH0DRO0000000IK
2460 o

RT-16125 Mifr: Romsons Intemational (Unit-1)
@ 0000000000 58.C), Molda Special Ecanomic Zone,
Makda Dadsd Road, Prasell, Naida-201305 {INDLA)
[ﬁl YYYY-MM-DD Lic. Mo, : MFGMIV2IH 000425
[EcTREF] OBELIS 5.A
Bdl. Général Wahis 53, 1030 Brussels, Beigium
td  YYYymm-DD [STERILE[EQ| o neets. Bogum
RT46125-03012024

Figure 16
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rRyles Tube

Nasogastric Tube &) GBUKETeral

Mot made with natural rubber latex. & @ ® @
18Fr x 125cm [TE] mp) £ <

Quantity: 50 units

@:s.oo mm @: 4.20 mm

[1)588902120400289
c E {17 )YYMMDDAODOOOO0OO
2460

RT-18125 Mir: Romsons Intemational (Unit-1)
@ HNO0O000K 58.4C), Moida Spedal Ecanomic Zone,
Molda Dadi Road, Phase-ll, Mokda-201305 (INDLY)
r._i.[l YYYY-MM-DD Lic. Mo, : MFGRMDEEH 000425
[ECTREF] OBELIS 5.A

Bd_ Général Wakis 53,1030 Brussals,
& YYYY-MM.DD[STERILE[EO] Emaik mmm
RT18125-03012024

Figure 17

Ryles Tube

Nasogastric Tube @ GBUKETeral

Not made with natural rubber latex. & @ ® @
20Fr x 125¢cm (T3] D] 2

Quantity: 50 units

@[6.1‘0 mm @:4.1‘0 mm

(01)58802120400296
C€oigy oo

RT-20125 Mifr: Romsans International {Unit-¥)
IEI OO0 S40C), Nolda Spedal Ecanomic Zone,
Moida Dadd Road, Phase-ll, Holda-201305 |INDIA)
[ﬁl YYYY-MM-DD i, M. © MPGMD202 000425
[EcTREF] OBELIS 5.4

Bd. Général Wahis 53, 1030 Bnssels,
L YYYYMM.DD[STERILE[EO] Gmalk molgabeis ne
RT2012503012024

Figure 18
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Description: | Tertiary Artwork

Figure 19: RT-06125
Figure 20: RT-08125
Figure 21: RT-10125
Figure 22: RT-12125
Figure 23: RT-14125
Figure 24: RT-16125
Figure 25: RT-18125
Figure 26: RT-20125

@ GBUKEMReral Wi

[EETREF] CBELS 5.4

RT-06125 s —
Ryles Tube

06Fr x125cm Quantity: 500units
$24J090508 GrossWt.: 8.410 Kg.

ﬁl 2024-10-10 Met Wt.: 4750 Kg.

53 2029-10-09
[EA %+ ® @ & [MD]premisfeo] C €,

e b b TP L O
m‘r-:.ﬁ“rlldl nbbar

Inv. No.& Date: 7600017222 Dt. 04.10.2024

Mo. of Case: / 86

(17289008 (10)52410 9050 8 RTOST2S-03 002024

Figure 19
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- Biamsans I amaanal U
@) GBUKErTeral  “ Zmoimmen
Fodk il S g 44+ Maida Dadri Ruad, Fhase-ll, Moida 20305 (MDIA)
ﬁsr::mssanmwugmunn

RT-08125 R

Ryles Tube

08Fr x125cm Quantity: 500 units
20O Gross Wt.: X.XXX Kg.
@ YYYY-MM-DD Net Wi.: X.XXX Kg.

%2 YYYY-MM-DD
CHIA Z + @ @ & [MD][srernefeo] € €,

ol Wbl oSS TOORCNA O
=ty el

Inv. No.& Date: X0000000(XX Dt. DD.MM.YYYY

: Mo. of Case: ,"' XXXX

(OEE902120400231
(T YMMDD{100000000000K0 RTOS1ES-03 012024

Figure 20

GBUKEdferal &I

OEELIS 5.8
Exl. Geéindy il Wah 553, 1330 Brussak, Balgium

RT-10125 A e
Ryles Tube

10Fr x125cm Quantity: 500 units
YOOOOKXXKX  Gross W X 30K Kg.
@ YYYY-MM-DD Net Wt.: X.X00X Kg.

% YYYY-MM-DD
[HA Z& 4 @ @ & Mb] o] € €,

Inv. No.& Date: X3{O0000000 Dt. DD.MM.YYYY

Mo. of Case: ‘p' XXXX

(7)Y YMM DD 02000000000 RTIS-03012024
Figure 21
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@) GBUKErTeral ~ * Zimmvmnton

i dia Daadri Road, Fha se-ll, Moida- 20805 MDA

r'E-IE‘"E: Wah 53, 1030 Buissek, Eaigium
RT-12125 B i
Ryles Tube
12Fr x 125¢cm Quantity: 500 units

YOOOOOXXXX  Gross Wt X300 Kg.
@ YYYY.-MM-DD Net Wi.: X.XXX Kg.

%2 YYYY-MM-DD
[l A # 4 ® @ &[MD] [sreriseo] €,

] asilibAe B S RTCTEONALCO
m'l-ﬁwl.ﬁ\“rﬂdlnhhrli.

Inv. No.& Date: X000000000( Dt. DD.MM.YYYY

No. of Case: ){ XXXX

(01)68902120400255
{(17)¥ YMMDD{10p000000000X RTIES.E0T028

Figure 22

@) GBUKErTeral i Sumonin

Maida Dadri Risd, Fiasedl, Noida- 20006 (MDY

%‘rﬂsﬂjmnﬂ,mmgﬂuum
RT-14125 et
Ryles Tube
14Fr x 125¢cm Quantity: 500 units

XOOOOOKXXX  Gross Wt: X0 Kg.
dl YYYY-MM-DD Net Wt.: X.200( Kg.
2d  YYYY-MM-DD

[ A 2+ ® @ & D] [serusled] € €,

Inv. No.& Date: 2000000000 Dt. DD.MM.YYYY

MNo. of Case: f( XXXX

(Y MM DD (0RO00000000( RTAMS5-03012024
Figure 23
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@) GBUKErTeral W imon?
Parkioftes ERUK Fremy. -0 Moida Cadi Road, PhasaJ, Moida - 201305 (MDLS

Dd. ﬂ1l\l'ﬁ\ll‘l 553, 1WDBﬂnﬁlaBilj|ln
il draalid e

RT-16125 ek
Ryles Tube

16Fr x 125cm Quantity: 400 units
XOOOOKKXXXX  Gross We: X0 Kg.
&’ﬂ YYYY-MM-DD Net Wt.: X.200({ Kg.

g YYYY-MM-DD
(DA %+ ©@ MOl F=s € €40

oy vl bl A PO L T
Pk e | e

Inv. No.& Date: J000000000( Dt. DD.MM.YYYY

Mo. of Case: / XXXX

(01)68802 120400279
(7)YYMMD D{10 20000000000 g

Figure 24
GBUKEnTeral LT e —————
Tefinin SR Mot Dadri Road, Fhase-l, Moida 20610 MDY

OEELSS.A
ndral Woh s 53, 1030 Brusselg, Belgium
bl nat

E@Im.
RT-18125 B
Ryles Tube
18Fr x 125¢cm Quantity: 400 units
20000000 Gross Wt X.XXX Kg.
Cﬁﬂ YYYY-MM-DD Net Wt.: X.200( Kg.

g YYYY-MM-DD
(A + @ @S MDFowl C €.ue

Szl phsaceary sl nmmm
M v ol O | P B b

Inv. No.& Date: 3300000000 Dt. DD.MM.YYYY

o Mo. of Case: i’ XXXX

(068 801204002 86
(TIHYYMMDD (102000000000 BTSSR

Figure 25
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©) GBUKErTeral ~ w Smmiannis

Moida Dadri Rz, Fhasel, Moida 20606 (MDY

QBELISS.A
B Gindral Wah s 3, 1030 B s, Bejiim
bt e

[EETRER]
RT-20125 Rl
Ryles Tube
20Fr x125cm Quantity: 400 units
XOOOOKXXXX  Gross We: X.XXX Kg.
dﬂ YYYY-MM-DD Net Wt.: X0 Kg.

2 YYYY-MM-DD
[E&?-N‘J‘ ® @ & [MD] [sremuefeo] C €,

iy el e A v re e e e m
N‘umdn dmmml rubbar

Inv. No.& Date: XO(0000000( Dt. DD.MM.YYYY

e Mo. of Case: ){ XXXX

(0168902120 400253
(1T YMMDD {10DO000000000( Lol
Figure 26
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GBUK Enteral is a trading name of GBUK Enteral Ltd.

GBUK Enteral Ltd. Is part of GBUK Group Ltd. TEL: +44 (0) 1757 282 945

https://www.gbukgroup.com/
https://www.gbukgroup.com/brands/gbuk-enteral/
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