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zavod Jimramov GAMAPLUS Vytisk &
Copy No.:
Evidenéni ¢. Nazev zdravotnického prostedku Registragni ¢islo Vyrobce
Asset No. Medical device name vyrobce Manufacturer
Registration number
of the Manufacturer
00002794 GAMAPLUS 002049 GAMA GROUP a.s.
Katalog. ¢. Varianty zdravotnického prostiredku
Catalogue No. Medical device variants
V606301-ND GAMAPLUS 1,8 x 450 LL
V606301-01ND GAMAPLUS 1,8 x 450 LLK
V606303-ND GAMAPLUS 1,8 x 1500 LL
V606304-ND GAMAPLUS 1,8 x 1800 LL
V606304-01ND GAMAPLUS 1,8 x 1800 LLK
V606306-ND GAMAPLUS 1,8 x 450 UNIV
V606307-ND GAMAPLUS 1,8 x 1800 UNIV
V606321-ND GAMAPLUS 3,0 x 150 LL
V606342-ND GAMAPLUS 3,0 x 300 LL
V606345-ND GAMAPLUS POCARD
V606347-ND GAMAPLUS 3,0 x 2500 LL
V606349-ND GAMAPLUS 3,0 x 3500 LL
V606351-ND GAMAPLUS 3,0 x 450 MVT
V606371-ND GAMAPLUS 3,0 x 150 YLL
V606372-ND GAMAPLUS 3,0 x 150 LCH
V606372-01 ND | GAMAPLUS 4,5 x 20 LCH

Jméno Pozice Datum Podpis

Name Position Date Signature
E?;SS%Z& by J. Kmoskova B;g}gﬁon\%r:gzg?zer 30.6.2020 Kmoskova
Kontroloval . . projektovy manazer . .
Checked by D. FiSerova project manager 30.6.2020 FiSerova
Schvalil < manazer kvality <
Approved by J. PeSova QA Manager 30.6.2020 PeSova
Platnost od:

1.7.2020
Validity from:
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Uréeny el pouZiti /I ntended use

Jednorézové zdravotnické pri@stky ugené k propojeni jedné nebo dvou infaznich nebastéamich souprav s
intravendzni jehlou, nebo Kipojeni dialyz&nich souprav k &tici tlaku.

GAMAPLUS LCH se pouziva k propojeni dvoliznych souprav, které jsou ukmy kuzelem negativnim a
stupiovitym pripojovacim kuzelem.

GAMAPLUS MVT se pouZivé ip provacni dialyzy na monitorech GAMBRO, FRESENIUS, ALTHINOO,
HOSPAL v fFipack, kdy je teba fipojit vice nEfi¢a arteridlniho nebo vendzniho tlaku, nez na kolidigyzani
souprava zhotovenatipojeni se provadi nasroubovanim pozitivhiho z&étm kuzZele nagkterou z bonich
vétvi u dialyz&ni soupravy. GAMAPLUS MVT neni soasti dialyzani soupravy.

Single use medical devices designed to conneabrame infusion or transfusion sets with an intrages
needle, or to connect dialysis sets to a pressatenms.

The GAMAPLUS LCH is used to connect two differets that are terminated by a connector with a negat
and a stepped connector.

GAMAPLUS MVT is used to perform dialysis on GAMBRRESENIUS, ALTHIN 1000, HOSPAL monitors
when multiple arterial or venous pressure meteresdri® be connected to the dialysis set. The colmeistmade
by screwing the positive threaded cone onto orikeo$ide branches of the dialysis set. GAMAPLUS MVibt
part of the dialysis set.

Kategorizace zdravotnického prostedku podle miry zdravotnického rizika
Category medical device according to health risk rate

Sterilni (EO)/ Sterile (EOX] Nesterilni /Non-sterile[_]

Mira — , X

zdlravotnického Druh zdravotnického prastdku /Type of medical device

rizika obecny ZFHX aktivni implantabilni ZP ] diagnosticky ZP in vitrp |
general MD active implantable MD in vitro diagnostic MD

Health o : .

rislfl Tiida zdravotnického prasidku /Medical device class

rate tiida I[_] tida lla[X] ifda lIb[_] ftda 11 []

class | class lla class llb dad

Zdravotnicky progtdek /Medical device
invazivni[_] neinvazivniX] chirurgicky invazivnil_]
invasive non-invas surgically invasive
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Kategorizace zdravotnického prostedku podle povahy styku s lidskym &gem

Category medical device according to of contact with the human body

Kategorie Styk Doba styku s tlem
Category Contact Body contact time
sPtroksJ‘edek Ve | Okaze [ ] A—omezen& 24 h
s yovrcheméia skin A - Limited exposureg 24 h
P [] sliznice [ ] B prodlouzen& 24 h az 30 dni
Surface — mucosal B - Prolonged exposure 24 h to 30 days
contactin [] poruené nebo oslabené povrchy [ ] C - trval&> 30 dni
device 9 compromised body surfaces C - Permanent contact 30 days
Prostedek i . .
vstupujici X krevniteciste negimo [] A - omezenag 24 h)

do &la zvrzjSku

External
communicating
device

blood path, indirect
[ ] tk&i/kost/dentin

tissue/bone/dentin
[] cirkulujici krev

circulating blood

A - Limited exposuret 24 h)
X B prodlouzenax 24 h az 30 dni)

B - Prolonged exposure(24 h to 30 days)
[ ] C -trvala ¢ 30 dni)

C - Permanent contact-(30 days)

Technické parametry /Technical parameters

Fyzikalni pozadavky dle normy:

Physical requirements according to norm:

Chemické pozadavky dle normy:

Chemical requirements according to norm:

Biologické pozadavky dle normy:

Biological requirements according to norm:

Sterilita vyrobku dle normy:

Sterilization of product according to norm:

Obaly a obalovy systém dle normy:

Packaging and packaging systéagtording to norm:

CSN EN ISO 1135-4CSN EN ISO 8536-9

CSN EN ISO 1135-4

CSN EN ISO 1135-4

CSN EN 556-1

CSN EN 868-5CSN EN I1SO 11607-1
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Vystupni kontrola vyrobku / Product output control

Vyrobek spliiuje nize uvedené fyzikalni parametry
The product meet below the physical parameters

Zpuasob kontroly
Control method

Cetnost kontroly
Frequency of control

Haditky jsou pfihledné KP-F-01 2 ks / kazda 5 Sarze
The tubings are transparent 2 pcs/ every 5 batch
Lepené spoje odolaji pevnosti v tahu nejgn&d N po dobu 15 s{ KP-F-02 B 2 ks / kazda 5 Sarze
Tensile strength glued joint least 15 N for 15 s. 2 pcs/ every 5 batch
Set je &sny @i vnittnim pretlaku 50 kPa po dobu 15 8 teplog€ | KP-F-03 A 1) 2 ks / kazda 5 Sarze
40+1°C 2 pcs / every 5 batch
The set is tight at an internal overpressure okB@ for 15 s at 40

+1°C

Set je &sny @i vnitinim pretlaku 200 kPa po dobu 158 feplot | KP-F-03 A 1) 20 ks / kazd4 Sarze

40+1°C (u vyrobk GAMAPLUS 1,8 x 450 LL, GAMAPLUS 1,§
x 1500 LL, GAMAPLUS 1,8 x 1800 LL)

The set is tight at an internal overpressure of RB@ for 15 s at
40 +1°C (at GAMAPLUS 1,8 x 450 LL, GAMAPLUS 11580
LL, GAMAPLUS 1,8 x 1800 LL)

20 pcs / every batch

Set je &sny @i vnittnim pretlaku 200 kPa po dobu 15 miti p
naplréni destilovanou vodou o tepto#0+1°C (u vyrobk
GAMAPLUS 4,5 x 20 LCH a GAMAPLUS 3,0 x 150 LCH tato
zkouSka neni provéda).

The set is tight at an internal overpressure of RB@ for 15 min
when filled with distilled water at 40 £1°C (at GBAPLUS 4,5 x
20 LCH and GAMAPLUS 3,0 x 150 LCH, this test is not
performed).

KP-F-03 A 4)

2 ks / kazda 5 Sarze
2 pcs / every 5 batch

GAMAPLUS 3,0 x 150 LCH jedsny @i vnitfnim podtlaku
-40 kPa po dobu 60 s

GAMAPLUS 3,0 x 150 LCH is tight at -40 kPa interaatess
pressure for 60 s

KP-F-03 B

2 ks / kazda 5 Sarze
2 pcs / every 5 batch

GAMAPLUS 3,0 x 150 LCH jedsny i vnitinim pretlaku 50 kPaKP-F-03 A 1)

po dobu 15 min
GAMAPLUS 3,0 x 150 LCH is tight at an internal quesssure of
50 kPa for 15 min

2 ks / kazda 5 Sarze
2 pcs / every 5 batch

Znegisteni ¢casticemi - (zné&sténi) smi byt max. 90 (N=N Npb< | SOP-Q-02 SOP-Q-02
90)

Particle contamination — (contamination) may be nf#x (N=N, -

Ny < 90)

Vizualni kontrola SOP-Q-02 SOP-Q-02

Visual control

Vyrobek spliiuje niZze uvedené biologické parametry

Zpiuasob acetnost

The product meet below the biological parameters kontroly
The method and
frequency of control

Sterilita: set spiuje pozadavky norm¢gSN EN 556-1. SOP-Q-B 07

Set je sterilizovan zvalidovanym sterilizdm procesem, zagujicim steriliz&ni

jistotu 10°.

Sterility: set meets the requirements’&N EN 556-1.

The set is sterilized by a validated sterilizatipocess guaranteeintJ®sterilization

security.

Pyrogenita: set je apyrogenni. SOP-Q-B 22

Pyrogenicity: set is pyrogen-free
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Hemolyticky &inek: set nezfisobuje hemolytické reakce.

SOP-Q-CH 22

Hemolytic effect: set does not cause hemolytictieas:

Toxicita: materidly pro vyrobu setu nejsou toxicke.
Toxicity: the materials used to make the set atamac.

Vyrobek spliiuje nize uvedené chemické parametry

Zpusob acetnost

The product meet below the chemical parameters kontroly

The method and

frequency of control
Redukuijici latky: rozdil ve spiaths odmérného roztoku thiosiranu sodného .8&; | SOP-Q-CH 14
(0,005 mol/l) mezi zkouSenym a srovnavacim roztokesmi pekratit 2,0 ml.
Reducing substances: the difference of volume ghRasolution (0,005 mol/l)
between the test solution and the reference solutat exceed 2.0 ml .
lonty kowi (Pb): intenzita zabarveni zkuSebniho roztoku nesekirctit intenzitu SOP-Q-CH 17
zabarveni porovnavaciho roztoku s hmotnostni kareeinPB*=1pg/ml.
Metal ions(Pb):the color of the test solution must not exceedther of the
reference solution with a concentration oPilpg/ml.
Titraéni kyselost nebo zasaditost: sjedia standardnich volumetrickych rozigko | SOP-Q-CH 12
zmenu barvy indikatoru na Sedou nesmi byt vySSi neit. 1
Titration acidity or alkalinity: not more than 1 rof either standard volumetric
solution shall be requtred for the indicator to clgg to the colour grey.
Zbytek po odpgeni: celkové mnoZstvi suchého zbytku nesfakpxit 5 mg. SOP-Q-CH 15
Residue on evaporation: the total amount of drydwes shall not exceed 5 mg.
Absorpce UV zEeni extraknim roztokem: absorpcediena v rozsahu vinovych | SOP-Q-CH 13
délek 250 az 320 nm nesmi byt3i nez 0,1.
UV absorption of extract solution: the absorptiorasured in the wavelength range
250 to 320 nm must not exceed 0.1.
Zbytkovy EO: obsah zbytkového EO v soupraied expedici odpovida poZadawk; SOP-Q-02
normyCSN EN 1SO 10993-7.
Residual EO: the content of residual EO in the Betbre shipment complies with the

requirements o' SN EN 1SO 10993-7.

Cetnost kontroly
Frequency of control

Jednotkovy obal sphiuje nize uvedené parametry Zpusob kontroly
The unit packaging meets the parameters below Control method
Pevnost svaru min. 1,2N / 15 mm KP-F-07 Al
Weld strength min. 1,2N /15 mm

KP-F-07 A2

1 sjezd obdl z kazdé sudg
balené Sarze

1 shot of packages from
each even-packed batch

1x za tyden

1x per week
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Baleni /Packaging

GAMAPLUS 1,8 x 450 LL
GAMAPLUS 1,8 x 450 LLK

GAMAPLUS 4,5 x 20 LCH

GAMAPLUS 1,8 x 450 UNIV
GAMAPLUS 1,8 x 1800 LLK

GAMAPLUS 1,8 x 1500 LL

GAMAPLUS 1,8 x 1800 UNIV
GAMAPLUS 1,8 x 1800 LL
GAMAPLUS 3,0 58 MVT

GAMARUS 3,0 x 150 LL
GAMPLUS 3,0 x 150 YLL
GAMPRLUS 3,0 x 300 LL
GAMAPLUS 3,0 x 150 LCH

X] jednotkové unit

Rozmer prepravniho kartonu:
Dimension shipping carton:
Navod k pouZiti:

Instruction for use:

Verze potisku:
Print version:

X skupinové group
535 x 250 x 310 mm

1 ks vigpravnim obalu (letak)

1 pcs in shipping packageflket)
cesky, slovensky, anglickygmecky
Czech, Slovak, English, German

X] prepravni ishipping

Baleni /Packaging
GAMAPLUS 3,0 x 2500 LL

GAMAPLUS 3,0 x 3500 LL

GAMARJS POCARD

X jednotkové unit

Roznmer prepravniho kartonu:
Dimension shipping carton:
Navod k pouZiti:

Instruction for use:

Verze potisku:
Print version:

[] skupinové group
590 x 390 x 235 mm

1 ks vippravnim obalu (leték)

1 pcs in shipping packageflket)
cesky, slovensky, anglickygmecky
Czech, Slovak, English, German

X prepravni shipping
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GAMAPLUS

C. vyrobku: Nazev vyrobku: Skupinovy obal [ks]: Hepravni obal [ks]:
Product No.: Product name: Group packaging [pcs]: Shipping packaging[pcs]:
V606301-ND GAMAPLUS 1,8 x 450 LL 40 400
V606301-01ND GAMAPLUS 1,8 x 450 LLK 40 400
V606303-ND GAMAPLUS 1,8 x 1500 LL 20 200
V606304-ND GAMAPLUS 1,8 x 1800 LL 20 200
V606304-01ND GAMAPLUS 1,8 x 1800 LLK 20 200
V606306-ND GAMAPLUS 1,8 x 450 UNIV 40 400
V606307-ND GAMAPLUS 1,8 x 1800 UNIV 20 200
V606321-ND GAMAPLUS 3,0 x 150 LL 30 300
V606342-ND GAMAPLUS 3,0 x 300 LL 30 300
V606345-ND GAMAPLUS POCARD / 100
V606347-ND GAMAPLUS 3,0 x 2500 LL / 100
V606349-ND GAMAPLUS 3,0 x 3500 LL / 100
V606351-ND GAMAPLUS 3,0 x 450 MVT 20 200
V606371-ND GAMAPLUS 3,0 x 150 YLL 30 300
V606372-ND GAMAPLUS 3,0 x 150 LCH 30 300
V606372-01ND GAMAPLUS 4,5 x 20 LCH 40 400
Vyrobni SarZe /Production batch
C. vyrobku: Nazev vyrobku: Paleta: Vyrobki v SarZi [ks]:
Product No.: Product name: Palette: Productsin batch [pcg]:
V606301-ND GAMAPLUS 1,8 x 450 LL 6 palet a 24 kimb  57.600
V606301-01ND GAMAPLUS 1,8 x 450 LLK 6 palet & 2¢hkic 57.600
V606303-ND GAMAPLUS 1,8 x 1500 LL 1 paleta a 24lic  4.800
V606304-ND GAMAPLUS 1,8 x 1800 LL 1 paleta a 24lkic ~ 14.400
V606304-01ND GAMAPLUS 1,8 x 1800 LLK 1 paleta aldébic  14.400
V606306-ND GAMAPLUS 1,8 x 450 UNIV 6 palet & 24kic 57.600
V606307-ND GAMAPLUS 1,8 x 1800 UNIV 1 paleta al4bic  4.800
V606321-ND GAMAPLUS 3,0 x 150 LL 1 paletaa 24tia  7.200
V606342-ND GAMAPLUS 3,0 x 300 LL 1 paletaa 24fia  7.200 v davce
V606345-ND GAMAPLUS POCARD 1 paleta a 24 krabic 40D
V606347-ND GAMAPLUS 3,0 x 2500 LL 1 paleta a 24lic  2.400
V606349-ND GAMAPLUS 3,0 x 3500 LL 1 paleta a 24lic  2.400
V606351-ND GAMAPLUS 3,0 x 450 MVT 1 paleta a 24kic 4.800 v davce
V606371-ND GAMAPLUS 3,0 x 150 YLL 1 paleta a 24kic ~ 7.200
V606372-ND GAMAPLUS 3,0 x 150 LCH 1 paleta a 2alkic  7.200

V606372-01ND

GAMAPLUS 4,5 x 20 LCH

1 paleta ak2dbic

/

Doprava / Transport

Vyrobky se dopravuji ¢istych, suchych a krytych dopravnich presicich pi teplot od -15°C do +60°C tak, aby

nedoslo k jejich poSkozeni. Spolu s nimi nesmigddgpravovany zadné chemikalie.

Products are transported in clean, dry and coverelicles at temperatures from -15°C to + 60°C tevent

damage. No chemicals should be transported witimthe
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Skladovani /Storage

Vyrobky musi byt skladovany v suchéndtnaném, bezprasném, temném piedi bez pimého slunéniho z&eni
tak, aby nedoslo k jejich poSkozeni a deformacirotdity musi byt skladovany v obalu, ve kterém jsodalany
vyrobcem. Skladovaci teplota musi byt +5°C az +2&%€lativni vihkost vzduchu max. do 75%.

The products should be stored in dry, ventilatedst-dree and dark rooms without direct sunlighttmid their
damage and deformation. Products must be storéukipackaging as delivered by the producer. Pragloutst be
stored at temperatures from +5°C to +25°C and thkative air humidity is max. 75%.

Doba pouZitelnosti /Expiry date

5 let od data vyroby3 years from production date
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Kusovnik vyrobku / List of parts

GAMAPLUS 1,8 x 1800 LL
GAMAPLUS 1,8 x 1800 LLK
GAMAPLUS 3,0 x 2500 LL
GAMAPLUS 3,0 x 450 MVT
GAMAPLUS 3,0 x 150 LCH

GAMAPLUS 1,8 x 450 UNIV
GAMAPLUS 3,0 x 150 LL
GAMAPLUS 3,0 x 3500LL
GAMAPLUS 3,0 x 150 YLL
GAMAPLUS 4,5 x 20 LCH

GAMAPLUS 3,0 x 2500 LL

GAMPRLUS 1,8 x 1800 UNIV
GAMARUS 3,0 x 300 LL
GAMARILS POCARD
GAMRLUS 1,8 x 450 LL
GAMARJS 1,8 x 450 LLK

C.poz. |Nazev dilce C. dilce Material
Pos. No. | Part name Part No. Material

1 Kryt maly girodni /Small cap natural D6001184 PE

2 Kuzel pozitivni 2,9 mm zavitMale Luer Lock connector 2,9 mm | D6001112 PVvC

3 Hadtka 1,9/2,9 x 450 mm NO DOPT{ibing 1,9/2,9 x 450 mm NO DOFD6081618 PVC

4 Haditka 1,9/2,9 x 1500 mm NO DORubing 1,9/2,9 x 1500 mm NO DOR D6081619 PVC

5 Haditka 1,9/2,9 x 1800 mm NO DORubing 1,9/2,9 x 1800 mm NO DOR D6081628 PVC

6 Kuzel negativni 2,9 mm zaviFemale Luer Lock connector 2,9 mrb6001124 PVvC

7 Kryt negativniho kuZeletfrodni /Cap for Female Luer Lock naturaj D6001141 PE

8 Hadtka 3/4,2 x 300 mm NO DOPTUbing 3/4,2 x 300 mm NO DOP | D6081653 PVC

9 KuZel pozitivni 3,0 mm Male Luer connector 3,0 mm D6001114 PVC

10 Hadéka 3/4,2 x 150 mm NO DOPTUbing 3/4,2 x 150 mm NO DOP { D6081652 PVC

11 Hadiéka 3/4,2 x 2500 mm NO DOPT{ibing 3/4,2 x 2500 mm NO DOP, D6081667 PVC

12 HadtEka 3/4,2 x 3500 mm NO DOPriibing 3/4,2 x 3500 mm NO DOP | D6081656 PVC

13 KuZel negativni 3,0 mm zaviEemale Luer Lock 3,0 mm D6001125 PVC

14 Rozdvojka 1/2 Y NO DOP (DEHT)Y-connector NO DOP D6081146 PVC

15 Hadiéka 3/4,2 x 10 mm NO DOPTubing 3/4,2 x 10 mm NO DOP; D6081640 PVC

16 Oddclovaci filtr SNAP-OFF FLL/ML /Transducer protector M6285133-ND{ PVC, PTFE

17 Hadiéka 3/4,8 x 450 mm NO DOPTUbing 3/4,8 x 450 mm NO DOP { D6081677 PVC

18 Pérova tlgka stedni PF 0380 Mid-size clamp PF 0380 M6285112 PP

19 KuZel pozitivni 3,0 mm zavitMale Luer Lock connector 3,0 mm { D6001115 PVC

20 Kryt kuZele z4vit firodni /Cap for Male Luer Lock connector D6001187 PE

21 Kuzel pozitivni 1,8 mmMale Luer 1,8 mm D6001111 PVvC

22 Koncovka Ch12 bilaFunnel connector Ch12 - white MS6285212 PVC

23 KuZel negativni 3,0 mmFHemale Luer Lock 3,0 mm M6285084-ND{ PVC

25 KuZel MLL s gevl. matici girodni a krytem M6285103 PC, PVC, PE
Rotating Male Luer Lock connector with cap - natura

26 Hadiéka 4,5/6,8 x 20 mm NO DOPTlbing 4,5/6,8 x 20 mm NO DORP D6081092 PVC

27 Koncovka Ch20 ZlutdHunnel connector Ch20 - yellow M6285216 PVC

28 Hadtéka 1,9/2,9 koto&tNO DOP (L = 450 mm) D6081620 PVC
Tubing 1,9/2,9 kotauNO DOP (L = 450 mm)

29 Hadéka 1,9/2,9 kotottNO DOP (L = 1500 mm) D6081620 PVC
Tubing 1,9/2,9 kotauNO DOP (L = 1500 mm)

30 Hadéka 1,9/2,9 koto&tNO DOP (L = 1800 mm) D6081620 PVC
Tubing 1,9/2,9 kotauNO DOP (L = 1800 mm)

31 Hadiéka 3/4,2 x 1400 mm NO DOPTLbing 3/4,2 x 1400 mm NO DOP6081666 PVC

Vysvétlivky zkratek material @ / Explanations of abbreviations material
PE — polyetylen, PVC — polyvinylchlorid, PP — palgpylen, PTFE — polytetrafluorethylen, PP — polypien,
PC-polykarbonéat, DEHP free — neobsahuje di(2-ethghftalat
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Nakres vyrobku / Product drawing

GAMAPLUS 1,8 x 450 LL
GAMAPLUS 1,8 x 450 LLK

GAMAPLUS 1,8 x 1500 LL
GAMAPLUS 1,8 x 1800 LLK

GAMARJS 1,8 x 1800 LL
GAMPLUS 3,0 x 150 YLL

X 77

GAMAPLUS
1,8x1500 LL

GAMAPLUS
1,8x450 LL
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K N N
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25

X

GAMAPLUS GAMAPLUS

1,8x450 LLK

1,8x1800 LLK

GAMAPLUS
1,8x1800 LL

GAMAPLUS
3,0x150 YLL
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Nakres vyrobku / Product drawing

GAMAPLUS 3,0 x 150 LL GAMAPLUS 3,0 x 300 LL GAMARUS 3,0 x 2500 LL
GAMAPLUS 3,0 x 3500 LL GAMAPLUS 1,8 x 450 UNIV GAMPRLUS 1,8 x 1800 UNIV
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Nakres vyrobku / Product drawing

GAMAPLUS 3,0 x 450 MVT  GAMAPLUS 3,0 x 150 LCH GAMAPLUS 4,5x 20 LCH GAMAPLUS POCARD
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