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Sophy® Mini SM1 
The Sophy® Mini 
monopressure valve 

S O P H Y S A 
At the heart of the b r a i n 



Sophy® Mini SM1 Valve 

The Sophy® Mini Monopressure valve (SM1) is a low-profile high precision ball-in-cone valve. 
It has the small size, the shape of the Sophysa Adjustable Valves and is made of the same 
material. 

L o w p r o f i l e v a l v e 

Discreet and comfortable 
for both adults and 

children. 

P o l y s u l f o n e 
t r a n s p a r e n t b o d y 

O p e r a t i n g p r e s s u r e 

i n d i c a t o r s 

X-ray identification of the 
operating pressure among 
the 3 pressures available: 
50, 110 and 170 mmH^O. 
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Three operating pressures are available: 
Low = 50 mm H p 
Medium = 110 m m H p 
High = 170 mmH.O 

Direct x-ray identification of the operating pressure is possible thanks to radiopaque dots on the valve. 

Identification 
of ttie operating pressure 

1 dot 2 dots 3 dots 

X-ray identification 
of the operating pressure 

mmH.O 110 170 

The Sophy® Mini SMI can be associated with SiphonX®, an anti-siphon device, which adds 200 m m H p in 
vertical position. 



R e f e r e n c e D e s i g n a t i o n 

Valve o n l y 

Va lve w i t h a n t e c h a m b e r 

0 
Valve w i t h b u r r - h o l e r e s e r v o i r 

SM1-L 

SM1-M 

SM1-H 

SM1A-L 

SM1A-M 

SM1A-H 

SM1B-L 

Sophy* Mini Monopressure Valve, Low Pressure, 50 m m H p 

Sophy^' Mini Monopressure Valve, Medium Pressure, 110 mmHjO 

Sophy* Mini Monopressure Valve, High Pressure, 170 m m H p 

Sophy'' Mini Monopressure Valvo, Low Pressure, Antechamber 

Sophy- Mini Monopressure Valve, Medium Pressure, Antechamber 

Sophy- Mini Monopressure Valve, High Pressure, Antechamber 

Sophy- Mini Monopressure Valve, Low Pressure, Burr-Hole Reservoir 

SM1B-M Sophy* Mini Monopressure Valve, Medium Pressure, Burr-Hole Reservoir 

SMIB-H Sophy-' Mini Monopressure Valve, High Pressure, Burr-Hole Reservoir 

SiphonX®, a n t i - s i p h o n d e v i c e (+ 200 mmHjO in vertical position) 

SX-200 Gravitational anti-siphon device SiphonX-

C o m p l e t e va l ve k i t s Sopliy- Mini S M I valve l<its include a separated ventricular catheter and a preconnected distal catheter 

9 
S M I - 2 0 1 O L 

S M I - 2 0 1 O M 

SM1-2010H 

SM1A-2010L 

Sophy-' Mini SMI Low Pressure Valve Kit 

Sophy'"' Mini SMI Medium Pressure Valve Kit 

Sophy'-' Mini SMI High Pressure Valve Kit 

Sophy° Mini SM1A Low Pressure Valve Kit 

SM1A-2010M Sophy'3 Mini SM1A Medium Pressure Valve Kit 

SM1A-2010H Sophy* Mini SM1A High Pressure Valve Kit 
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S O P H Y S A Technical Data Sheet 
FT-KT/SVC Rev. OOO - 09/2013 

P r o d u c t Des igna t i on S t r a i g h t v e n t r i c u l a r c a t h e t e r s f o r CSF d r a i n a g e f r o m t h e l a t e ra l v e n t r i c l e s o f t h e 
b r a i n 

R e f e r e n c e s B019-1 • / B019 / B019-20 / B015 

P r o d u c t D e s c r i p t i o n 

Sophysa vent r icu lar ca the te rs are implantable p roduc ts specifically designed fo r CSF dra inage f r o m the lateral brain 
ventr ic les. These ca the te rs are made f r o m sil icone. Var ious mode ls a re available. 

St ra igh t Ven t r i cu la r c a t h e t e r s 

Available in di f ferent sizes fo r both chi ldren and adults, they a re m a d e of t r a n s p a r e n t si l icone e lastomer , w i th a 
radiopaque s t r ipe entirely embedded wi th in t h e si l icone wall , and w i th a tanta lum-label led t ip. All mode ls a re del ivered 
wi th r ight angle adapter and in t roduc ing stylet. 

• St ra ight Vent r icu lar Catheter [ B 0 1 9 ) : rad iopaque st r ip , black length m a r k e r s a t 5, 1 0 , 1 5 c m f r o m the prox imal t ip. 

230mnn 

23mm 
V 0 1.5 X 3 m m 

1'. 

Standard St ra igh t Vent r icu la r Cathe te r [ B 0 1 9 - 1 0 ) : rad iopaque s t r ip , tanta lum-label led t ip , black length m a r k e r s a t 
5, 10 , 1 5 c m f r o m the prox imal t ip. 

230mm 

< ^ -> 

16mm 
0 1.3 X 2.5mm 

Graduated St ra igh t Ven t r i cu la r Ca the te r [ B 0 1 9 - 2 0 ) : rad iopaque s t r ip , tanta lum- label led t ip , black length m a r k e r s 
every c m s tar t ing 2 c m f r o m the proximal t ip. 

230mm 

0 1.3 X 2.2mm 
16mm 

Pediatr ic S t ra igh t Vent r i cu la r Catheter ( B 0 1 5 ) : rad iopaque st r ip , tanta lum- label led t ip, black length m a r k e r s a t 5 
and 1 Gem f r o m the prox imal t ip . 

150mm 

15mm 
I) 0 1.3 X 2.2mm 

Compos i t i on 

Latex f ree 

Phthalate f ree 

Sil icone e l as tomer Ca the te r t r a n s p a r e n t 

Cathe te rs Ba r i um sulphate Radiopaque s t r ipe 

L Tan ta lum Ca the te r t ip 



Ind ica t ions 
Sophysa ven t r i cu l a r c a t h e t e r s a r e i nd i ca ted f o r t h e t r e a t m e n t of hyd rocepha lus , a n d a r e i n tended t o d ra in CSF 
f r o m la te ra l ven t r i c l es of t h e b ra i n . 

They c o n s t i t u t e p a r t of a s h u n t des igned t o e n s u r e d r a i n a g e of c e r e b r o s p i n a l f lu id f r o m t h e ven t r i c l es t o t h e 
Sophysa valve. 

Cont ra - ind ica t ions 
Sophysa v e n t r i c u l a r c a t h e t e r s a r e n o t des igned , so ld o r p r o p o s e d f o r use in any o t h e r ind ica t ion . 

CSF s h u n t s a r e c o n t r a i n d i c a t e d in pa t i en t s t r e a t e d w i t h a n t i c o a g u l a n t s o r su f fe r ing f r o m a h a e m o r r h a g i c 
d ia thes is . 

Vent r i cu lo -a t r ia l s h u n t s a r e c o n t r a i n d i c a t e d in t h e pa t i en t s w i t h congen i ta l h e a r t d i sease o r o t h e r m a l f o r m a t i o n s 
of t h e c a r d i o p u l m o n a r y s y s t e m . 

Imp lan ta t i on of a ven t r i cu lo -pe r i t onea l o r ven t r i cu lo -a t r i a l s h u n t shou ld be avo ided in t h e p r e s e n c e of in fec t ion . 

Reference document 

Packag ing 

• Sophysa ven t r i cu l a r c a t h e t e r s a r e supp l ied w i t h a n i n t r o d u c e r sty let . They a r e individual ly p a c k a g e d in a doub le 
s te r i le packag ing . 

• 1 box inc ludes: 

• C a t h e t e r 

• I n t r o d u c e r s ty le t 

• R ight -angle cl ip 

• I ns t r uc t i ons f o r u s e 

• T raceab i l i t y labels 

Ster i l izat ion / Expiry d a t e 

• Ster i l ized w i t h e thy lene oxide 

• Shelf life: 5 y e a r s 

NT112 

Cleaning & D e c o n t a m i n a t i o n 

• N o n appl icab le : S ing le u s e p r o d u c t 

Class i f icat ion & Reg i s t r a t i on 

• E u r o p e : C lass III - The m e d i c a l dev ices a r e CE m a r k e d a n d m e e t t h e essen t i a l r e q u i r e m e n t s of t h e M D D 
9 3 / 4 2 / E E C a m e n d e d by t h e D i rec t i ve 2 0 0 7 / 4 7 . 

U S A : C lass 2 - A c c o r d i n g t o t h e FDA, t h e m e d i c a l dev ices a r e subs tan t ia l l y equ iva len t ( for t h e ind ica t ion of use 
s t a t e d above ] t o legally m a r k e t e d p r e d i c a t e dev ices , m a r k e t e d in t h e U S A 

Sophysa is ISO 13485 certified 

Sophysa - 5, rue Guy Moquet - 9 1 4 0 0 Orsay - France - Tel . : + 3 3 (0]1 6 9 3 5 3 5 0 0 - Fax : + 3 3 (GJI 6 9 3 5 3 6 9 0 



S O P H Y S A Technical Data Sheet 
FT-KT/DCRev. OOO - 09/2013 

P r o d u c t Des igna t i on D is ta l c a t h e t e r s f o r CSF d r a i n a g e f ronn t h e va lve t o t h e r i g h t a t r i u m o r 
p e r i t o n e a l cav i t i es 

R e f e r e n c e s B 9 G 5 S / B 9 G 5 S - 1 D / B 9 0 5 S - 2 G 

P r o d u c t D e s c r i p t i o n 

S o p h y s a a t r i a l / p e r i t o n e a l c a t h e t e r s a r e i m p l a n t a b l e p r o d u c t s spec i f i ca l l y d e s i g n e d f o r CSF d r a i n a g e f r o m 
t h e va lve t o t h e r i g h t a t r i u m o f t h e h e a r t , o r t o t h e p e r i t o n e a l cav i t y in h y d r o c e p h a l u s c a s e s . 

T h e s e c a t h e t e r s a r e m a d e o f s i l i cone e l a s t o m e r a n d i n c l u d e a r a d i o p a q u e s t r i p e e n t i r e l y e m b e d d e d w i t h i n 
s i l i cone wa l l . T h e t r a n s p a r e n c y o f t h e c a t h e t e r s a l l o w s o p t i m a l v i sua l i za t i on of t h e C S F f low. V a r i o u s m o d e l s 
a r e ava i lab le . 

• D is ta l a t r i a l / p e r i t o n e a l c a t h e t e r [ B 9 G 5 S ] : Open a n d m u l t i p e r f o r a t e d t i p . Lot H.3 

110Omm 

< > 
^ 01.1 X 2.5mm 

23mm 

• Ant i - ref lux a t r ia l c a t h e t e r (B9G5S-1G) : W i t h a n ant i - ref lux funct iona l i ty , c l osed end w i t h l a te ra l non ca l i b ra ted 
s l i ts , g r a d u a t i o n s a t 1G, 2 0 , 3 G c m f r o m t h e d is ta l t i p . ^ ^ 

BOOmm 

< > 
^ 01.1 x 2.2mm 

16mm 

• Ant i - ref lux per i tonea l c a t h e t e r ( B 9 G 5 S - 2 0 ] : W i t h a n ant i - ref lux func t iona l i t y , c l osed end w i t h la te ra l non 
ca l i b ra ted sl i ts, g r a d u a t i o n s a t 1 0 , 2 0 , 3 0 c m f r o m t h e d is ta l t i p . 

110Omm 

< > 
• • • • • • 

^ 01.1 X 2.5mm 
BOmm 

Compos i t i on 

Si l icone e l a s t o m e r C a t h e t e r t r a n s p a r e n t 
• Latex f r e e C a t h e t e r s B a r i u m s u l p h a t e R a d i o p a q u e s t r i p e 
• Ph tha la te f r e e T a n t a l u m label led ink C a t h e t e r t i p 



Ind icat ions 
Sophysa a t r i a l / p e r i t o n e a l c a t h e t e r s a r e i nd i ca ted f o r t h e t r e a t m e n t of h y d r o c e p h a l u s . 

They c o n s t i t u t e p a r t of a s h u n t des igned t o e n s u r e d r a i n a g e of c e r e b r o s p i n a l f lu id f r o m t h e Sophysa valve t o t h e 
abdomina l cavi ty o r r i g h t a t r i u m of t h e h e a r t . 

Cont ra - ind ica t ions 
Sophysa a t r i a l / p e r i t o n e a l c a t h e t e r s a r e n o t des igned , so ld o r p r o p o s e d f o r use in any o t h e r ind ica t ions . 

CSF s h u n t s a r e c o n t r a i n d i c a t e d in pa t i en t s t r e a t e d w i t h a n t i c o a g u l a n t s o r su f fe r ing f r o m a h a e m o r r h a g i c 
d ia thes is . 

Vent r i cu lo -a t r ia l s h u n t s a r e c o n t r a i n d i c a t e d in t h e p a t i e n t s w i t h congen i ta l h e a r t d i sease o r o t h e r m a l f o r m a t i o n s 
of t h e c a r d i o p u l m o n a r y s y s t e m . 

Imp lan ta t i on of a ven t r i cu lo -per i tonea l o r ven t r i cu lo -a t r i a l s h u n t s h o u l d be avo ided in t h e p r e s e n c e of in fec t ion . 

Packag inq 

• Sophysa a t r i a l / p e r i t o n e a l c a t h e t e r s a r e individual ly p a c k a g e d in a doub le s te r i l e packag ing . 

• 1 box inc ludes : 

• C a t h e t e r 

• I ns t ruc t i ons f o r u s e 

• T raceab i l i t y labels Reference document 

NT113 

Ster i l izat ion / Expiry da te 

• Ster i l ized w i t h e thy lene ox ide 

• Shelf life: 5 y e a r s 

Cleaning & D e c o n t a m i n a t i o n 

• N o n appl icab le : Single u s e p r o d u c t 

Class i f icat ion & Reg i s t r a t i on 

• E u r o p e : C lass III - The m e d i c a l dev ices a r e CE m a r k e d a n d m e e t t h e essen t i a l r e q u i r e m e n t s of t h e M D D 
g 3 / 4 2 / E E C a m e n d e d by t h e D i rec t i ve 2 0 0 7 / 4 7 . C€ 
U S A : C lass 1 a n d 2 - A c c o r d i n g t o t h e FDA, t h e m e d i c a l dev ices a r e subs tan t ia l l y equ iva len t [ f o r t h e ind ica t ion 
of use s t a t e d above ] t o legally m a r k e t e d p r e d i c a t e dev ices , m a r k e t e d in t h e U S A 

Sophysa is ISO 13485certified 

Sophysa - 5. rue Guy Moquet - 91 400 Orsay - France - Tel.: +33 {DJI 69 35 35 00 - Fax : +33 (OJI 69 35 36 90 
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