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1.

3.

UCEL: Tento dokument popisuje konstrukci vyrobku a technické poZadavky fady produktl
Intravendzni (IV) kanyla (nebo katetr). Podle smérnice Rady 93/42/EHS ze dne 14. Cervna
1993 ve znéni smérnice 2007/47/ES o zdravotnickych prostiedcich je kategorie Intravendzni
kanyly klasifikovana jako prostfedek tfidy Ila. Kategorie prostfedkl Intravendzni kanyly by
méla splfiovat zakladni poZadavky smérnice 93/42/EHS o zdravotnickych prostfedcich ve znéni
smérnice 2007/47/ES a vyrobni normy EN ISO 10555-1:2009/ I1SO 10555-1:2013/Amd-1 a
1SO 10555-5:2013.

URCENE POUZITI VYROBKU: Kanyla IV se zavadi do Zly, hlavné pro podavani
intravendznich tekutin, odebirdni vzorkd krve a dodavani I1é¢v do lidského obéhového
systému.
POPIS VYROBKU A FUNKCE: Kategorie Kanyla IV je vyrobena z vysoce kvalitnich surovin,
zajist'ujicich optimaini kvalitu produkt(i. Technologie jehly ADVA je navrZena tak, aby pomohla
klinickym lékartm zlepsit uspésnost prvniho vpichu okamzitym potvrzenim vstupu do cévy v
misté zavedeni, Rychlé nasati krve do stfikacky potvrzuje vstup do cévy a mize zvysit Sanci
na pristup k obtizné dosaZiteinym nebo podkozenym Zildm. Na zakladé poZadavk( pro pouziti
jsou do konstrukce Kanyly IV zaclenény nasleduijici funkce:
3.1 Kanyla IV s injekénim portem a kfidélky / Kanyla IV s injekénim portem, zacvakavacim
vickem a fixaénimi kridélky

3.1.1 Dodava se s injekénim portem s jednosmérnym ventilem Silicon Valve pro

prerusovanou lécbu.

Hiadky vnitfni povrch zaji$tuje volny priitok krve.
Vné&jsi primér silikonovych hadic je pfizpdsoben vnitinimu préiméru hiavniho
korpusu, takZze nedochézi k tniku.
3.1.4 Ergonomicky tvarovana kfidélka pro spravnou fixaci.
3.2 Kanyla IV bez injekéniho portu a s kfidélky / Kanyla IV bez injek¢niho portu a s
mensimi kfidélky
3.2.1  Chranéna proti vniknuti infekce dalsimi otvory v Kanyle.

3.2.2 Bezpelnostni kryt jehly automaticky zakryje ostré zkoseni jehly

po vytaZeni jehly z koncovky, ¢imz se minimalizuje riziko poranéni jehlou.
Silicon Septum zabrariuje tGniku krve a sniZuje riziko expozice a kontaminace
krve v Kanyle 1V Blood Control.

Snadna identifikace chranife jehly po zakryti hrotu jehly diky barevnému
oznaceni.

Hladky ochranny kryt jehly s koncovkou se zaoblenym tchytem poskytuje lepsi
oporu.

Specidlné ziZeny a radiopakalni katetr odolny proti zalomeni pro snadné
zavedeni s optimalnim priitokem.

3.1.2
3.1.3

3.2.3
3.24
3.25

3.2.6
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3.2.7 Injekéni port se samocinnym uzdvérem pro snadné otevirani a zavirani
3.2.8 Ergonomicky tvarovana kfidélka pro spravnou fixaci.
3.3  Kanyla IV s integrovanym trojcestnym uzaviracim ventilem
3.3.1 Mdze byt pouiit Polycath k podavani dvou lékovych tekutin soucasné.
3.3.2 Rotacéni Luerlv konektor a zavitova objimka portu usnadiiuji bezpené a
zajiténé pripojeni k Luerovym konektordim jinych systéma.
3.3.1 Sipka na rukojeti oznacuje smér toku.
3.4 Kanyla IV bez injekéniho portu a bez kridélek
3.4.1 Dlouha koncovka jehly pro dokonalé uchyceni a ovladani. Vhodna pro pfipady s
vysokym rizikem infekce z dalsich otvord v kanyle.
3.5 Kanyla IV pro rychlé nasati krve do stfikacky s jehlou ADVA
3.5.1 Rychlé nasati krve do stiikacky okamZité potvrzuje Uspésné nabodnuti Zily.
3.5.2 Technologie jehly ADVA zvySuje Gspéch prvniho nabodnuti jehly.
3.5.3 Celkova zavadéci sila jehly je nizka, coz zplsobuje mensi bolest béhem
zavadéni.
3.5.4 Okamiité potvrzeni pritoku krve podél korpusu katetru zvysuje pro klinické
lékare schopnost Uspééného pfistupu k Zile.
3.6 Spolefné viastnosti kategorie Kanyla IV:
3.6.1 Kryt jehly zabranuje ndhodnému poskozeni jehly nebo katetru.
3.6.2 Prizplsobend automatizovana technologie formovani hrotu pro mensi
priinikovou silu.
3.6.3 Dvoijité zUZeny katetr odolny proti zalomeni s hladkym povrchem nabizi
bezbolestnou kanylaci.
3.6.4 Minimalni vile mezi katetrem a jehlou, které zabrafiuje zpétnému uvolnéni, je
méné traumatizujici a pohoding k pouiiti.
3.6.5 Katetr s vysokou chemickou odolnosti a odolnosti proti zalomeni vyrobeny z
testovanych biologicky kompatibilnich material(, které nabizeji deléi dobu zavedeni.
3.6.6 Zkosena jehla se zabrusem zajistuje hladké nabodnuti Zily.
3.6.7 Prihlednd komora pro kontrolu nasati krve umoZiiuje vizudini potvrzeni
nabodnuti Zily (kromé& ADVA).
3.6.8 Vyrobek je barevné oznacen v souladu s EN ISO 10555-1/ ISO 10555-1:2013 a
ISO 10555-5 pro snadnou identifikaci velikosti a je k dispozici ve velikostech od 14G do
27G.
3.6.9 Spojka s objimkou nebo zastrékou je opatfena 6% Luerovym kuZelem pro
tésné spojeni s dalsimi zafizenimi podle EN 20594-1, ISO 80369-7 a EN 1707.
3.6.10 Vyrobek je sterilizovan pomoci plynu EO (ethylenoxid).
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3.6.11  Vyrobek a obal neobsahuji Zadné slozky zivocisného plvodu.
3.6.12  Kiasifikace proguktu podle EN ISO 10993-1:2009 / AC:2010

3.6.12.1

Zarizeni souvisi s - sada 1V, hypodermalni stitkacka bez jehly,

trojcestny uzaviraci ventil a prodluZovaci trubice, atd.

3.6.12.2 Trvani kontaktu - B-prodlouzeny

3.6.12.3 Kategorizace zarizeni - zarizeni pro externi kontakt

3.6.12.4 Oblast kontaktu - cirkulujici krev

3.6.12.5 PouzZitelné zkousky biologické kompatibility - cytotoxicita,

senzibilizace, podrazdéni, akutni systémova toxicita, subchronicka
toxicita, genotoxicita, implantace, hemokompatibilita.

4. REFERENCNI DOKUMENTY

¢. Ké6d dokumentu Popls dokumentu
Harmonizované normy
,: a1 EN ISO 13485:2016 Systém jakosti - Zdravotnické prostfedky - PoZadavky na regulacni Gcely
4.2 93/42/EEC Smérnice Evropské rady ve znéni smérnice 2007/47/ES
: 4.3 | ENISO 10555-1:2009 Sterilni intravaskularni katetr pro jednordzové pouZiti
i 4.4 | ENISO 14971:2012 Aplikace fizeni rizik na zdravotnické prostfedky
i 4.5 | ENISO 11135-1:2007 Validace a rutinni kontrola sterilizace ethylenoxidem
; o Zdravotnické prostiedky - symboly pro pouZiti na Stitcich zdravotnickych
36 D) PRl prostfedkd, &titky a informace, kterd maji byt dodany Cast 1: Obecné
3 1 KuZelovy konektor s 6% Luerovym kuZelem pro stfikacky, jehly a nékterd
* 87 2 BATBEED dalsi lékarska zafizeni: Zamkové konektory
1 ’ Obaly pro zdravotnické prostfedky sterilizované teplem - poZadavky na
3 il LR 10U 1,200 materidly, sterilni bariéry a obalové systémy.
" {eys Obaly pro zdravotnické prostiedky sterilizované teplem - poZadavky na
ool | IS ORI o072 2000 validaci procesu tvareni, tésnéni a montaze.
4.10 EN ISO 10993 -1:2009 / Biologické hodnoceni zdravotnickych prostfedkd - Hodnoceni a testovani v
i AC:2010 ramci procesu fizenl rizik.
oy Biologické hodnoceni zdravotnickych prostiedkd - Zkousky genotoxicity,
4.11 | EN IS0 10993-3:2014 karcinogenity a reprodukéni toxicity.
Ve Biologické hodnocenf zdravotnickych prostfedk@ - Vybér zkousek na
4.12 | EN ISO 10993-4:2009 O T
4.13 | EN ISO 10993-5:2009 Biologické hadnoceni zdravotnickych prostfedkd - Zkoudky na cytotoxicitu
. Biologické hodnoceni zdravotnickych prostiedka - Zkousky na tokalni
4.14 | ENISO 10993-6:2009 uginky po implantaci
4.15 EN ISO 10993-7:2008/ Biologické hodnoceni zdravotnickych prostiedkd - Zbytky ethylenoxidu po
< AC:2009 sterilizaci
4.16 | ENISO 10993-11:2009 Biologické hodnoceni zdravotnickych prostiedkd - Zkousky na systémovou
ek Biologické hodnoceni zdravotnickych prostfedkd - Priprava vzorkd a
4.17 | ENISO 10993-12:2012 referendni materialy
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(oh Kéd dokumentu Popis dokumentu
4.18 EN 20594-1:1993/ AC- Kuzelovy konektor 5 6% Luerovym kuZelem A pro stifkacky, jehly a
: 1997 néktera dalsi ékafskd zarizeni - obecné poZadavky
4.19 | EN 1041:2008 Terminologie, symboly a informace poskytované se zdravetnickymi
i i prostiedky; Informace doddvané vyrobcem se zdravotnickymi prostfedky
4.20 | EN 62366:2008 Zdravotnické prostredky - Aplikace stanoveni pouZitelnosti na zdravotnické
4.21 EN ISO 11737- Sterilizace zdravotnickych prostfedkd - Mikrobiologické metody - Cast 1:
: 1:2006/AC:2009 Stanoveni populace mikroorganism{ na produktech.
Sterilizace zdravotnickych prostfedkd - Mikrobiologické metody - Zkousky
4,22 | ENISO 11737-2:2009 sterility provadéné pfi definovédni, validaci a udriovéni sterilizaniho
procesu.
Neharmonizované normy
4.23 | ISO 9001:2015 Systémy Fizeni kvality: PoZadavky
4.24 | ISO 9626:2016 Jehlové trubice z nerezové oceli pro vyrobu zdravotnickych prostfedki
Baleni pro zdravotnické prostfedky sterilizované teplem. Tésnici sacky a
4,25 | EN 868-5:2018 civky z porézni a plastové folie. PoZzadavky a zkusebni metody.
Sterilizace zdravotnickych produktd - Ethylenoxid - PoZadavky na vyvoj,
4,26 | ISO 11135:2014 validaci a rutinni kontrolu procesu sterilizace zdravotnickych prostiedkd
it Konektory pro malé otvory pro kapaliny a plyny pro pouZiti ve zdravotnictvi
4200 550.80363-7:2016 - Cast 7: Konektory pro intravaskularni nebo podkozni aplikace.
4.28 ISO 10555-1:2013 Intravaskularni katetry - Sterlini a jednordzové katetry - Cast 1: Obecné
5 /Amd-1 poZadavky
4.29 | 150 10993-10:2010 Biologické.h.o.dnocerll' {drgvomlckych prostiedk( - Zkousky podrazdéni a
hypersenzitivity zpoZdéného typu =
Tt Intravaskularni katetry - Sterilni a jednorazove katetry - Cast 5: Periferni
4.30 | ISO 10555-5:2013 katetry pFes jehlu.
s Sterilizace zdravotnickych prostfedkd - Mikrobiologické metody - Cast 1:
4.31 | I50 11737-1:2018 §tanovenl populace mikroorganismi na produktech.
432 | 1SO 14644-1:2015 s;s&tzcﬁrstor a souvisejici kontrolovana prostfedi - klasifikace &istoty
4.33 jUSP/IP Lékopis Spojenych stat / Indicky lékopis
Vnitini normy / Dokumenty '
4.34 | QP/OPL/01 Planovani kvality
4.35 | QP/ECD/01 OstraZitost ES
4.36 | FP/QA/01 Specifikace konetného produktu Kanyla IV
4.37 | FP/QA/04 Specifikace v procesu pro Kanylu IV
4.38 | PM/QA/01 Félie pro blistrové baleni/ Baleni v sdtku
4.39 | PM/QA/02 Papir pro tisk pro poufiti ve zdravotnictvi / Papir znacky Tyvek
4.40 | PM/QA/03 Specifikace zdvojené krabice
4.41 | PM/QA/04 Krabice z vinitého papiru nebo lepenky
442 PM/QA/06 Specifikace Stitkll
4.43 | PM/QA/15 Sadek pro jednotlivé baleni vyrobku
4.44 | PM/QA/47 Navod k pouZiti
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C. Kod dokumentu Popis dokumentu
4.45 RM/QA/12 Specifikace jehly
4.46 RM/QA/13 Specifikace katetru
4.47 | RM/QA/09 Plastové suroviny
4.48 | MF/IVC/01 Vyroba Kanyly IV s kfidélky a s injekénim portem
4.49 | MF/IVC/02 Vyroba Kanyly IV s kfidélky a bez injekéniho portu
4.50 | MF/IVC/03 Vyroba Kanyly 1V bez injekéniho portu a bez kfidélek
4.51 MF/IVC/04 Vyroba Kanyly IV s integrovanym trojcestnym uzaviracim ventilem
4.52 | MF/IVC/05 Vyroba Kanyly IV bez injekéniho portu a s malymi kfidélky
4.53 | WI/IVC/02 Udrzba Cisté mistnosti
4.54 | GTP/QC/14 Monitorovani biologického zatiZeni Eisté vyrobni oblasti
4.55 GTP/QC/09 Zkouska sterility
4.56 | GTP/QC/10 Zkouska BET
4.57 PML/MD/RA/01 Analyza rizik vyrobku
4.58 | Vykres ¢. ASSY-1001 Sestava Polyflon
4.59 | Vykres ¢. ASSY-1002 Sestava Polycan
4.60 | Vykres ¢, ASSY - 1003 Sestava Polycath
4.61 | Vykres €. ASSY - 1004 Sestava Polyneo
4.62 | Vykres €. ASSY - 1005 Sestava Polyon
4.63 | Vykres &. ASSY - 1007 Sestava Polyneo ADVA
4.64 | Vykres €. ASSY - 1010 Sestava Neonovo ADVA
4.65 | Vykres ¢. ASSY - 1018 Sestava Polywin
4.66 | Vykres ¢. ASSY - 1039 Sestava Polyflex ADVA
4.67 | Vykres €. ASSY - 1019 Sestava Polyflex
4.68 | Vykres & -ASSY - 1022 Sestava Polypen
4.69 | Vykres ¢ -ASSY - 1040 Sestava Polyflon ADVA
4.70 | Vykres €. -ASSY - 1041 Sestava Polycan ADVA
4.71 | Vykres & -ASSY - 1042 Sestava Polycath ADVA
4.72 | Vykres €. -ASSY - 1044 Sestava Polypen ADVA
4.73 | Vykres €. -ASSY - 1101 Sestava Polysafety
4.74 | Vykres €. -ASSY - 1102 Sestava Polypen Safety
4.75 | Vykres ¢. -ASSY - 1103 Sestava Polywin Safety
4.76 | Vykres €. -ASSY - 1104 Sestava Polycan Safety
4.77 Vykres ¢, -ASSY - 1110 Sestava PolySafety Adva
4.78 | Vykres €. -ASSY - 1058 Sestava Polypen Safety Adva
4.79 | Vykres €. -ASSY - 1058 Sestava Polywin Safety Adva
4.80 | Vkres €. -ASSY - 1058 Sestava Polycan Safety Adva
4.81 | Vykres & -ASSY - 1058 Sestava Polycath Safety Adva
4.82 | Vyk. & ASSY. 13347 Bezjehlovy konektor (bezpeénostni s kfidélky)
4.83 | Vyk. & ASSY. 1101.07 Bezpecnostnl spona (bezpeénostni s kiidélky)
4.84 | Vykres & -ASSY - 13347 Bezjehlovy konektor
4.85 | Vykres €. -ASSY - 10901 Sestava Kanyla IV s hadi¢kou
4.86 | Vykres &. -ASSY - 11840 Sestava Kanyla IV bezpeénostni s haditkou
4.87 \a/;' "1’(?;3%'”5\" 10230 | sestava Polywin-2 (velikost: 14G-26G)

Schvéleni Jméno Funkce Podpis Datum
Pfipravil Anila Raj KN Asistent manaZera jakosti (ﬂ.@» 14.01.2020
Zkontroloval RD Sharma Zast. gen. feditele jakosti et 14.01.2020
Schvalil SS Rawat Vedouci jakosti PAREY LIREL 14.01.2020
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5. SKLADOVATELNOST

5.1 Hotové vyrobky musi spliiovat specifikace a funkéni poZadavky po dobu nejvyse péti let od data
vyroby.

6. STERILIZACE

6.1 Papirové a plastové sacky / Mékké blistrové baleni vyrobkfi: Vyrobek musi byt
sterilizovan ethylenoxidem (EQ) ve standardizovaném a validovaném sterilizatnim cyklu podle
EN ISO 11135-1:2007 / 1SO 11135:2014 a béiny monitorovaci cyklus je provadén podle
WI/IVC/25. Papir pro zdravotnické téely je navrien tak, aby umoZfioval maximalni vyménu
ethylenoxidu, vzduchu a vlhkosti. Podrobnou zprévu o validaci Zadejte v oddéleni jakosti. Na
zakladé vysledku validace je rutinni cyklus sterilizace shrnut takto: -

[oh Charakteristika Limit

1 Pfiprav min
(i) Cas 60 minut + 2 minuty
(i) Teplota komory 45. C(+ 5 C)
iii) Vihkost vzduchu 30% ~ 90%

2 Podminky
(i) Podtlak a frekvence vakua | -0,75 kg/cm2 @ 30 minut, * 15
(i) Doba trvani vakua minut, 10 minut £ 1 min.
(iii) Teplota komory 45: C(- 5- Q)
(iv) Vlhkost komory 30%-90%

3 Steril]
0] Vstupni teplota plynu (EO) | Ne méné& neZ 20+ C
(i) Koncentrace plynu (EO) 550 mg/litr. + 25
(i)  Teplota komory mg/lit. 45- C(» 5+ C)
(iv) Doba expozice 280 minut: 1 min.

4. Zavzdusiiovani
(i) Podtlak a frekvence vakua | -0.75 kg/cm2 @ 40min + * 20
(il) Celkovy pocet cykil min. 2 nos.

Oddéleni jakosti a vyrobni oddéleni vedou podrobné zdznamy o rutinnim monitorovani.

6.2 Vzhled vyrobku a jeho funkce neni snizena aZ tfemi sterilizatnimi cykly pomoci EO, protoze
vyrobek je sterilizovan tfikrdt a baleni vyrobku zfistalo nedotfeno. Nalezeny zbytek
ethylenoxidu byl také v poZadovaném limitu.

6.3 ProdlouZeni platnosti se provadi jednou za rok. Kalibrace pfistrojl, jako je tlakomér, teplomér,
ukazatel a reguldtor teploty, PT 100 atd., se provadi ¢as od &asu podle data uvedeného v planu
rekalibrace.

7  MATERIAL

7.1  Viechny materidly souastek by mély byt takové, aby soucastky a sestavy vyrobkd prosly
zkouskami materialy, jak je uvedeno ve specifikacich.

Schvleni Iméno Funkce Podpis Datum
Pipravil Anila Raj KN Asistent manaera jakosti g@@¢ 14.01.2020
Zkontroloval RD Sharma Zast. gen. feditele jakosti ot 14.01.2020
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S. Pouziti Zakladni Cislo
C. materialu na material Jakost CAS
1 Kryt jehly LDPE 24FS040/ LDF201FG 9002-88-4
2 Koncovka jehly Polypropylen H110MA 9003-07-0
3 Koncovka katetru Polypropylen SM 498 9003-07-0
Koncovka katetru T200MK / SM 498 / Py
| (Polyneo a Neonovo) | POlvPropylen PP 575P |02
S0MA180/M200056 /
5 Kryt portu (zacvakavaci) | HDPE + LDPE HI1600 + 24FS040 / 9002-88-4
LDF201FG
50MA180/M200056 /
6 Kryt portu -I HDPE+LDPE HI1600 + 24FS040 / 9002-88-4
LDF201FG
7 Kryt portu - pantovy Polypropylen SM 498 / H 110MA 9003-07-0
8 Komora pro nasati krve | Polypropylen H110MA / SM 498 9003-07-0
Komora pro nasati o
9 el oo Polypropylen H110MA / SM 498 5003-07-0
10 | Zatka s Luerovym HDPE M200056 9002-88-4
11 | Kryt jehly (Polywin) Palypropylen SM 498 / H110MA 9003-07-0
12 | Kryt jehly (Polyneo}) Polypropylen SM 498 9003-07-0
Opérka palce e
13 (Polypedia) HDPE M200056 9002-88-4
14 | Kluzny krouzek Polyacetal 1700 P NC 010 9002-81-7
15 | Silikonovy ventil Silikonova guma | N/A 63394-02-5
16 | Pouzdro trubice Polykarbonat ::Cl‘l}im'ls Y2 25037-45-0
. 50 MA 180 /HI1600 8
17 | Rukojet HDPE / M200056 9002-88-4
18 | Motylek (Polycath) Polypropylen ;‘230507?; KiAdey 9003-07-0
! 19 | Filtracni vioZka Polyetylen 9089 9002-88-4
20 | Filtraéni membréana HDPE XM 1347/XA 6117 9002-88-4
i . H110 / SM 498 .
21 | Koncovka jehly (Polypen)| Polypropylen / PP575 P 9003-07-0
L Komora pro nasati ] o ¢ o
: 22 keve (Polypen) K - pryskyfice KR 99HG 9003-55-8
23 | Horni blokovaci polovina | Polypropylen H110MA 9003-07-0
24 | Dolni blokovaci polovina | Polypropylen SM 498 / H110MA 9003-07-0
25 | Jehla / Kanyla Nerezova ocel SM 304 7439-89-6
9002-84-0,
26 Katetry PTFE / FEP / PUR | 100-] / BaSO4 25067-11-2,
550-33-4
Schvélen JIméno Funkce Podpis Datum
PHipravil Anila Raj KN psistent manaera jakosti | (S 14.01.2020
Zkontroloval RD Sharma Zast. gen. feditele jakosti et 14.01.2020
Schvalil SS Rawat Vedouci jakosti ZANRY RRRCS 14,01.2020
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Datum 14.01.2020 Cislo vydani 20
S. | Soudastka, na nd
C. kterou je Zékl'a‘!'?.i Dt Cislo
Viko Papir T
22 jednotliveho zdravotnické SRR 10X epouaNs
Viko =y
28 jednotiiveho Tyvek 2 FS/PA 5511 nepouzije
ot T ; pro zdravotnicke %3
29 | Jednotlivé baleni v blistru| PVC fdlie potfeby / netoxicky nepouzije
Jednotlivé baleni ) pro zdravotnické o
el v mékkém blistru e potreby / netoxicky nf_'pouzue
31 | Zdvojena krabice g:giteny nepoutije se nepouzije
32 | Etiketa zdvojené krabice | Lepici papir nepoufije se nepoutije
Pfepravni krabice vinita lepenka nepouZije se .
3| (velké/matd) Tl
- 30% EO a 70% nepoulije se EO - 75-21-8
34 | Ethylenoxid (EO) co2 CO2 - 124-38-9
8 SOUCASTKA A POSTUP PRI SESTAVENI
8.1 Intravenédzni kanyla (IV) s injekénim portem
8.1.1 Soudastky :
) Z4tka s Luerovym zamkem (36 Zeber) - Vyk. €. SOUC. 1001.01
(i) Komora pro nasati krve - Vyk. ¢. SOUC. 1001.02
(i) Kluzny krouZek - Vyk. €. SOUC. 1001.21
(iv) Korpus - Vyk. €. SOUC. 1001.10
v) Koncovka jehly - vyk. €. SOUC. 1001.03
(vi) Kryt portu -I - Vvyk. & SOUC. 1001.11
(vii) Kryt jehly . Vyk. ¢ SOUC. 1001.08
(viii) Kanyla - Vyk. €. SOUC. 1001.07
(ix) Katetr - Vyk. €. SOUC. 1001.06
(x) Silikonova trubice - Vyk, €. SOUC, 1001.12
(xi) Zatka s Luerovym zamkem (8 Zeber) - Vyk. ¢. SOUC. 1001.20
8.1.2 Sestaveni
(i) Sestaveni objimky k¥idélek - Sestaveni kluzuného krouZzku, katetru a objimk
kiidélek se provadi na automatickém stroji podle WI/IVC/39, WI/IVC/60,
WI/IVC/80 a WI/IVC/81.
(i) Formovdni hrotu katetru - formovani hrotu katetru se provadi automaticky
podle WI/IVC/35.
(iii) Sestaveni a pFipojeni ventilu - Montaz ventilu do objimky kFidélka se provac
podle WI/IVC/06.
{iv) Fixace jehly - Sestaveni jehly s jeji koncovkou se provadi podle WI/IVC/38 a
automaticky podle WI/IVC/46 a WI/IVC/85.

Schvaleni Jméno Funkce Podpis Datum
Pfipravil Anila Raj KN Asistent manazera jakosti : xﬁ{-__z% 14.01.2020
Zkontroloval RD Sharma Zést. gen. Feditele jakosti 2Vl 14.01.2020

Y --""‘"E‘-_
Schvalil SS Rawat Vedoud jakosti LT 14.01.2020
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Dokument ¢&. TF/IVC/01 Cislo revize 19
Datum 14.01.2020 Cislo vydani 20
) VloZeni jehly a upevnéni krytu - Vlozeni jehly a upevnéni krytu jehly
se provadi podle WI/IVC/08.
(vi) Nasavani krve a Luerova zdmkova zatka - Sestaveni komory pro nasati
krve a Luerovy zamkové zatky se provadi podle WI/IVC/41.
(vii) Konecna kontrola - Konetna kontrola vyrobku se provadi podle
WI/IVC/15,

8.2 Intravenozni Kanyla (IV) bez injekéniho portu a s kridélky
8.2.1 Soucastky

(i Luerova zamkova zatka (36 Zeber) - Vyk. & SOUC. 1001.01
(ii) Komora pro nasati krve - Vyk. & SOUC. 1001.02
(iii) Kluzny krouzek - Vyk. & SOUC. 1001.28
(iv) Korpus - Vyk. & SOUC. 1002.01
(v) Koncovka jehly - Vyk. €. SOUC. 1001.03
(vi) Kryt jehly - vyk. & SOuUC. 1001.08
(vii) Kanyla - vyk. & SOUC. 1001.07
(viii) Katetr - Vyk. & SOUC. 1001.06
(ix) Luerova zamkova zatka (8 Zzeber) - Vyk. €. SOUC. 1001.20
8.2.2 Sestaveni
(i) Sestaveni objimky kfidélek - Sestaveni kluzuného krouzku, katetru a

objimky kFidélek se provadi na automatickém stroji podle WI/IVC/39,
WI/IVC/60, WI/IVC/80 a WI/IVC/81.

(ii) Formovani hrotu katetru - formovani hrotu katetru se provadi
automaticky podle WI/IVC/35.
(i) Fixace jehly - Sestaveni jehly s jeji koncovkou se provadi podle
WI/IVC/38 a automaticky podle WI/IVC/46 a WI/IV(C/8S.
A (iv) VloZeni jehly a upevnéni krytu - VioZeni jehly a upevnéni krytu jehly se
i provadi podle WI/IVC/08.
% (v) Nasavéni krve a Luerova zémkova zéatka - Sestaveni komory pro nasati
F krve a Luerovy zamkové zatky se provadi podle WI/IVC/09 a
’ WI/IVC/41.
(vi) Konefna kontrola - Konecnd kontrola vyrobku se provadi podle
WI/IVC/15.

]

8.3 Intravendzni Kanyla (IV) bez injekéniho portu a s malymi kfidélky
8.3.1  Soucastky

(i) Luerova zamkové zatka (36 Zeber) - Vyk. ¢ SOUC. 1001.01
(i) Komora pro nasati krve - Vyk. & SOUC. 1001.02
(iii) Kluzny krougek - Vyk. & SOUC. 1001.21
(iv) Korpus : Vyk. & SOUC. 1004.07
v) Koncovka jehly - Vyk. & SOUC. 1001.03
(vi) Kryt jehly - Vyk. €. SOUC. 1004.02
(vii) Kanyla - Vyk. €. SOUC. 1001.07
Schvélen IJméno Funkce Podpis Datum
Pfipravil Anila Raj KN Asistent manaZera jakosti {ﬁ;ﬁ:__i%t 14.01.2020
Zkontroloval RD Sharma Zast. gen. Feditele jakosti et 14.01.2020
Schvalil SS Rawat Vedoud jakosti i o 14.01.2020
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(viii)  Katetr - Vyk. & SOUC. 1001.06
(ix) Luerova zamkova zatka (8 zeber) - Drg. ¢. SOUC.
1001.20
8.3.2 Sestaveni
(i) Sestaveni objimky kfidélek - Sestaveni kluzuného krouzku, katetru a
objimky kfidélek se provadi na automatickém stroji podle WI/IVC/39,
WI/IVC/60, WI/IVC/80 a WI/IVC/81.
(i) Formovani hrotu katetru - Formovani hrotu katetru se provadi
automaticky podie WI/IVC/35.
(iii) Fixace jehly - Sestaveni jehly s jeji koncovkou se provadi podle
WI/IVC/38 a automaticky podle WI/IVC/46.
(iv)  VloZeni jehly a upevnéni krytu - VioZeni jehly a upevnéni krytu jehly
se provadi podle WI/IVC/08.
_ (v) Nasavani krve a Luerova zamkova zatka - Sestaveni komory pro
7 nasati krve a Luerovy zamkové zatky se provadi podle WI/IVC/41.
3 (vi) Konefna kontrola - Konefnad kontrola vyrobku se provadi podle
: WI/IVC/15.
Ef 8.4 Kanyla (IV) s integrovanym trojcestnym uzaviracim ventilem
i 8.4.1 SouEastky :
. 0] Luerova zamkova zatka (36 Zeber) - Vyk. €. SOUC. 1001.01
(ii) Komora pro nasati krve - Vyk. €. SOUC. 1001.02
(iii) Koncovka jehly - Vyk. € SOUC. 1001.03
£ (iv) Kryt jehly - Vyk. €. SOUC. 1001.09
(v) Trubice 5 Vyk. & SOUC. 1003.02
(vi)  Rukojet 3 Vyk. €. SOUC. 1006.01
(vii)  Korpus - Vyk. €. SOUC. 1003.01
(vii)  Kanyla - Vyk. £ SOUC. 1001.07
(ix) Katetr - vyk. . SOUC. 1001.06
(x) Luerova zamkova zatka (8 Zeber) - Vyk. & SOUC. 1001.20

8.4.2 Sestaveni

0] Sestaveni rukojeti a trubice - Sestaveni rukojeti s trubici se provadi
podle WI / IVC/ 11.
(i)  Formovani hrotu katetru - Formovani hrotu katetru se provadi
automaticky podle WI/IVC/35.
(ii) Sestaveni Teflonu a motylka - Sestaveni Teflonu (katetr) a motylka
se provadi podle WI/IVC/13,
iii) Fixace jehly - Sestaveni jehly s jeji koncovkou se provadi podie
WI/IVC/38 a automaticky podle WI/IVC/46.
(iv) VlioZeni jehly a upevnéni krytu - VloZeni jehly a upevnéni krytu jehly
se provadi podle WI/IVC/08.
(v) Nasavani krve a Luerova zamkova zatka - Sestaveni komory pro
nasati krve a Luerovy zamkové zatky se provadi podle WI/IVC/41.

Schvaleni JIméno Funkce Podpls Datum
Pfipravil Anila Raj KN Asistent manaZera jakosti il 1= 14.01.2020
Zkontroloval RD Sharma Zast. gen. reditele jakosti (ﬁ%—-’ﬁz’a" 14.01.2020
schvalil SS Rawat Vedoudi jakosti et 14.01.2020
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8.5.1 Soucastky
(i)
(i)
(i)
(iv)
(v)
(vi)
(vii)
(viii)
(ix)
8.5.2 Sestaveni
(i)

(i)
(iif)
(iv)
v)
(vi)

8.3.1  Soucastky

P + WMED POLY MEDICURE LIMITED et
N T A TECHNICKY SOUBOR 11z20
Titul Intravendzni Kanyla (IV)
Dokument ¢. TF/IVC/01 Cislo revize 19
Datum 14.01.2020 Cislo vydani 20

(vi)  Konecna kontrola - Konecna kontrola vyrobku se provadi podle

WI/IVC/15.

& 8.5 Intravenézni Kanyla (IV) bez injekéniho portu a s kiidélky

Luerova zémkova zatka (36 Zeber) - wyk. ¢. sou€. 1001.01
Komora pro nasati krve - Vyk. & SOUC. 1001.02
Kiuzny krouzek - Vyk. & SOUC. 1001.21
Koncovka jehly - Vyk. & SOUC. 1001.03
Korpus - Vyk. & SOUC. 1005.01
Kryt jehly - Vyk. €. SOUC. 1001.08
Kanyla - Vyk. € SOUC. 1001.07
Katetr - vyk. é. SOUC. 1001.06
Luerova zdmkova zétka (8 Zeber) - vyk. &. SOUC. 1001.20

Sestaveni korpusu - Sestaveni kluzuného krouzku, katetru a objimky
kridélek (koncovka katetru) se provadi na automatickém stroji podle
WI/IVC/39, WI/IVC/60, WI/IVC/80 a WI/IVC/81.

Formovani hrotu katetru - Formovdni hrotu katetru se provadi
automaticky podle WI/IVC/35.

Fixace jehly - Sestaveni jehly s jeji koncovkou se provadi podle
WI/IVC/38 a automaticky podle WI/IVC/46.

VioZeni jehly a upevnéni krytu - VioZeni jehly a upevnéni krytu jehly se
provadi podle WI/IVC/08.

Nasavani krve a Luerova zamkova zétka - Sestaveni komory pro nasati
krve a Luerovy zamkové zatky se provadi podle WI/IVC/41.

Koneéna kontrola - Koneénd kontrola vyrobku se provadi podle
WI/IVC/15.

8.6 Intravendzni (IV) kanyla s injekénim portem, vicko Snap Fit a fixacni kridélka

(i) Luerova zamkova zatka (36 Zeber) - vyk. & SouC. 1001.01

(ii) Komora pro nasati krve - Vyk. & SOUC. 1001.02

iii) Kluzny krouzek - Vyk. & SOUC. 1001.21

(iv) Korpus - Vyk. €. SOUC, 1019.01

v) Koncovka jehly - Vyk. €. SOUC. 1001.03

(vi) Kryt portu - Vyk. & SOUC. 1019.02

(vi) Kryt jehly - Vyk. & SOUC. 1001.08

(viii) Kanyla - Vyk. & SOUC. 1001.07

(ix) Katetr a Vyk. &. SOUC. 1001.06

(x) Silikonova trubice - Vyk. €. SOUC. 1001.12

(ix) Luerova zamkova zatka (8 zeber) - Vyk. ¢. SOUC. 1001.20

Schvéleni Iméno Funkce Podpis Datum

Pfipravil Anila Raj KN Asistent manaZera jakosti 14.01.2020
Zkontroloval RD Sharma Zast. gen. reditele jakosti 14.01.2020
Schvalil SS Rawat Vedouci jakosti 14.01.2020
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8.6.2 Sestaveni
(i) Sestaveni objimky kfidélek - Sestaveni kluzuného krouzku, katetru a

objimky kFidélek se provadi na automatickém stroji podle WI/IVC/39,
WI/IVC/60, WI/IVC/80 a WI/IVC/81.

(ii) Formovani hrotu katetru - Formovani hrotu katetru se provadi
automaticky podle WI/IVC/35.

@iit) Sestaveni a pfipojeni ventilu - Montaz ventilu do objimky kfidélek se
provadi podle WI/IVC/06.

{iv) Fixace jehly - Sestaveni jehly s jeji koncovkou se provadi podle
WI/IVC/38 a automaticky podle WI/IVC/46 a WI/IVC/85.

(v) VioZeni jehly a upevnéni krytu - VioZeni jehly a upevnéni krytu jehly
se provadi podle WI/IVC/08.

(vi) Nasavani krve a Luerova zamkova zatka - Sestaveni komory pro
nasati krve a Luerovy zadmkové zatky se provadi podle WI/IVC/41.

(vii)  Kone€nd kontrola - Koneénd kontrola vyrobku se provadi podle
WI/IVC/15.

8.7 Intravenoézni Kanyla (IV) bez injekéniho portu a bez kiidélek
8.7.1 Soudastky

0) Luerova zémkové zatka (36 - vyk. €. sou€. 1001.01
(i) Komora pro nasati krve - Vyk. & SOUC. 1001.02
(i)  Kluzny krouZek - vyk. & SOUC. 1001.21
(iv)  Koncovka jehly - Vyk. €. SOUC. 1018.02
v) Korpus - Vyk. & SOUC. 1018.01
(vi)  Krytjehly - Wyk. & SOUC. 1018.03
(vi)  Kanyla - Vyk. & SOUC. 1001.07
(viiiy  Katetr - Vyk. & SOUC. 1001.06
(ix)  Luerova zémkova zatka (8 - Vyk. €. SOUC. 1001.20

8.7.2 Sestaveni

(i) Sestaveni korpusu - Sestaveni kluzuného krouzku, katetru a korpusu
(objimka kfidélek/koncovka katetru) se provadi na automatickém stroji
podle WI/IVC/39, WI/IVC/60, WI/IVC/80 a WI/IVC/81.

(ii) Formovani hrotu katetru - Formovani hrotu katetru se provadi
automaticky podle WI/IVC/35.

(iii)  Fixace jehly - Sestaveni jehly s jeji koncovkou se provadi podle
WI/IVC/38 a automaticky podle WI/IVC/46.

(iv)  VioZeni jehly a upevnéni krytu - VioZeni jehly a upevnéni krytu jehly se
provadi podle WI/IVC/08.

(v)  Nasavani krve a Luerova zamkova zatka - Sestaveni komory pro nasati
krve a Luerovy zamkové zatky se provadi podie Wi/IVC/41,

(vi) Konednd kontrola - Konefnd kontrola vyrobku se provadi podle
WI/IVC/15.

8.8 Intravendzni Kanyla (IV) bez injekéniho portu a bez kfidélek
8.8.1 Souéastky pro Polypen

Schvalen Jméno Funkce Podpis Datum
Pfipravil Anila Raj KN Asistent manaZera jakosti g@@aé 14.01.2020
Zkontroloval RD Sharma Zast. gen. Feditele jakosti Neat- 14.01.2020
Schvalil SS Rawat Vedouci jakosti ) IRNATREY 14.01.2020
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i' ()  Horni zémek - Vyk. & SOUE. 1022.01
(ii) Dolni zamek - Vyk. ¢. SOUC. 1022.02
i (i)  Kluzny krouzek - Vyk. & SOUC. 1001.21
' (iv) Koncovka jehly - Vyk. €. SOUC. 1022.04
(v) Korpus - Vyk. €. SOUC. 1022.03
(vi) Komora pro nasati krve - vyk. €. SOUC. 1022.05
(vii)  Kanyla - vyk. €. SOUC. 1022.06
(viii)  Katetr - Vyk. & SOUC. 1001.06
(ix) Filtraéni viozka - Vyk. ¢. SOUC. 1022.08
(x) Filtraéni membrana - vyk. & SOUC. 1022.09
8.8.2 Sestaveni
(i) Sestaveni korpusu - Sestaveni kluzuného krouzku, katetru a korpusu
(objimka) se provadi na automatickém stroji podle WI/IVC/39,
WI/IVC/60, WI/IVC/80 a WI/IVC/81.
i) Formovani hrotu katetru - Formovani hrotu katetru se provadi
automaticky podle WI/IVC/35.
(iif) Fixace jehly - Sestaveni jehly s jeji koncovkou se provadi podie
WI/IVC/38 a automaticky podle WI/IVC/46.
(iv) Nasavani krve a filtratni vioZka - Sestaveni komory pro nasati krve a
filtracni vlozky se provadi podle WI/IVC/46 a WI/IVC/75.
(v) Konena kontrola - Konedna kontrola vyrobku se provadi podle
WI/IVC/15.
9 FUNKCNI SPECIFIKACE
9.1 Krytjehly

9.1.1 Zékladni tvar tvofi kuZelova nebo valcova trubi¢ka podle potfeby.

9.1.2  Material by mél byt Ciry aZ prisvitny pro snadny prihled sténou dovnitf.

9.1.3  Prekryvajici se uloZeni spodni &asti krytu prfes korpus s katetrovym
adaptérem.

9.1.4  Pfizplsobeni ke korpusu by mélo byt takové, aby umoZiiovalo snadné sejmuti
dvéma rukama pfed pouZitim, ale mélo by také zabranit ndhodnému oddéleni

pfi manipulaci, pfepravé a skladovani.

9.2 Komora pro kontrolu nasati krve
9.2.1  Materidl je Ciry aZ prihledny, coz umozniuje prihled sténami dovnitf. Funguje

jako rozsifena komora pro nasati krve.
9.2.2 Pfedni konec tvofi Luerdv hrot v souladu s EN 20594-1:1993/AC:1997, ISO

80369-7:2016 a EN 1707:1996.
9.2.3 Mél by umozZnit rychlé odvzdu$néni pro okamZité nasati krve, ale zabranit

uniku krve ven.

Schvaleni Jméno Funkce Podpis Datum
Pripravil Anila Raj KN Asistent manaZera jakosti (@/ﬁ%& 14.01.2020
Zkontroloval RD Sharma Zast. gen. feditele jakosti oAt~ 14.01.2020
Schvali SS Rawat Vedoudi jakosti i 14.01.2020
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9.2.4  Hotovy vyrobek musi prokdzat rychlou vizudini kontrolu nasati krve pfi
zkousce podle WI/QA/57.
9.2.5 Pfi nasazeni na koncovku jehly se nesmi pfi manipulaci, skladovani a
prepravé od jehly ndhodné oddélit.
9.3 Zatka s Luerovym zamkem
9.3.1  Také znama jako Luerlv zamkovy kryt, dostupna v provedeni 36 Zeber a 8
Zeber, podle poZadavku.
9.3.2  Luer(v zamkovy hrot (Luer Lock) je navrZen v souladu s EN 20594-
1:1993/AC:1997, 1SO 80369-7:2016 a EN 1707:1996.
9.3.3  VnéjSi uchopovaci funkce.
36 Zeber Luer Lock
9.4 Sestaveni koncovky jehly s kanylou
9.4.1  Material jehly musi byt z nerezové oceli brousené do bodu B-Ukosu.
9.4.2  Materidl koncovky jehly musi byt ¢iry pro snadnou vizuaini kontrolu nasati
krve.
9.4,3  Jehla ma prlzor v blizkosti Spicky jehly pro rychlé zjisténi nasati krve
sou€asné s korpusem katetru (pouzitelné pro Adva), jak je uvedeno nize-
s -T' i ?Wﬁ_\ .
A S na-h:-}m! 4
9.4.4  Kanyla je nalisovana na koncovku jehly.

Schvaleni Jméno Funkce Podpis Datum
Pfipravil Anila Raj KN Asistent manaZera jakosti 14,01.2020
Zkontroloval | RD Sharma Zast. gen. feditele jakosti| | VL 14.01.2020
Schvlil SS Rawat Vedouci jakosti >oaf- 14.01.2020
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9.4.5 Pevnost spoje musi byt minimainé 20 N (prlbhzne 2 kg) pro viechny miry od 14G do
20G a 10 N (pfibliznd 1 kg) pro 22G aZ 26G. Zkouska tahem mezi jehlou a
koncovkou jehly se provadi podle WI/QA/57.

9.4.6 Koncovka jehly musi mit zadni objimku pro Luerlv kuZel podle EN 20594-1:
1993/AC: 1997, ISO 80369-7:2016 a EN 1707:1996.

9.5 Sestaveni korpusu a katetru

9.5.1 Trubice katetru by méla byt prlsvitna nebo prdhledna (s vyjimkou viditelnych
kontrastnich RTG prouzkd) a v pfipadé potfeby by méla mit 2 nebo 3 viditelné
kontrastni prouzky, které jsou plné zapouzdreny.

9.5.2 Katetrova trubice by se méla po zalomeni sama narovnat.

9.5.3 Korpus by mél mit konektor s objimkou (Luer Lock) pro axialni pritokovou cestu a
musi projit funkénimi zkouskami podle EN 20594-1:1993/AC:1997, ISO 80369-
7:2016 a EN 1707:1996.

9.5.4 Korpus pro Kanylu IV s injekénim portem by mél mit na postrannim portu Luerdv
konektor s objimkou podle EN 20594-1: 1993/ AC:1997, ISO 80369- 7:2016 a EN
1707:1996. Musi mit také jednosmérny ventil vyrobeny ze silikonové trubice pro
vstfikovani [é¢iva nebo tekutiny injekéni stfikackou pres injekéni port.

9.5.5 Materidl korpusu by mél byt prihledny nebo prdsvitny pro Kanylu IV s injekénim
portem. U Kanyly IV bez Iinjekéniho portu, Kanyly IV bez injekéniho portu a s
malymi kridélky a Kanyly IV bez kfidélek a bez portu, Kanyly IV s injekénim portem,
krytem Snap Fit Cap a fixaénimi kfidélky. Korpus by mél byt barevné oznacen podle
mezinarodni normy uvedené v tabulce 1.

9.5.6 PFi zkousce podle WI/QA/57 musi byt pevnost spoje mezi korpusem a katetrem

nasledujici.

VELIKOST KATETRU PEVNOST SPOJE
14G 15N
16G 10N
17G 10N
18G 10N
20G SN
22G SN
24G 3N
26G 3N
27G 10N

9.5.7  P¥i zkousdce podle WI/QA/57 nesmi sestava prosakovat.

9.5.8 Kapacuta pritoku vody pres sestavu hrotového katetru a korpusu musi byt stejnd
jako pfi zkoudce podle WI/QA/57. Tyto priimérné pritokové kapacity se v pfipadé
potfeby pouZiji pfi oznagovani vyrobkd.

Schvélen Iméno Funkce Podpis Datum
Pfipravi Anila Raj KN Asistent manaZera jakosti ﬁj@a: 14.01.2020
| Zkontroloval RD Sharma Zést. gen. Feditele jakosti | I ot 14.01.2020
'_Schvéhl SS Rawat Vedou_a- jakosti FARR ARI 14,01.2020
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TABULKA -1
Vnéj3i rozmér katetru podie 1SO Primamny priftok
Velikost | oo Délka 10555-5 yp
katetru katetru NominaIni Priltok Limit (podle
I hodnota Rozsah (mm) (mi/min) ISO 10555-
14G oranZova 45 mm 1,9; 2,0; 2,1; 2,2 1,85 aZ 2,25 305 90% aZ 115%
16G Seda 45 mm 1,61;7,1; 1,8 1,55 a7 1,85 200 90% az 115%
17G bila 45 mm 1,4; 1,5 1,35 az 1,55 142 90% aZ 115%
18G tmavé zelend | 45 mm 1,2; 1,3 1,15az1,35 90 90% ~ 115%
18G tmavé zelend | 32 mm 1,2; 1,3 1,15 a7 1,35 90 90% aZ 115%
20G riZova 32 mm 1,0; 11 0,95 az 1,15 56 90% aZ 115%
206 rdzova 25 mm 1,0; 1,1 0,95 a¥ 1,15 56 90% a3 115%
22G tmavé modrd] 25 mm 0,8; 0,9 0,75 aZ 0,95 36 80% az 125%
24G Zlutd 19 mm 0,7 0,65 aZ 0,75 23 80% aZ 125%
266G fialova 19 mm 0,6 0,55 aZ 0,65 17 80% aZ 125%
27G svétle 15 £1 mm 0,6 0,55 aZ 0,65 12 80% aZ 125%

9.6 Sestava ventilu a krytu portu
9.6.1 Kryt musi bezpetné driet na injekénim portu v takové poloze, aby bylo mozné jeho
snadné otaceni rukou do libovolné obvodové polohy. BEhem manipulace, skladovani
a prepravy by se kryt nemél otvirat.
9.6.2 Kryt portu musi umoZfiovat otvirani a zaviréni pomoci dvou prstQ. Horni Cast krytu
portu musi byt mirné zdrsnéna, aby se dala béhem pouZivani dobfe uchopit a
minimalizovalo se prokluzovani prstd.

Kryt portu - typ Flon a pantovy
9.6.3 Konstrukce krytu portu by méla byt takova, aby b&hem pouZivani injekéniho portu
zlstal otevieny a nezavrel se ndhodné sam od sebe.

9.6.4 Jednosmérny (bez zp&tného pritoku) portovy ventil by mél byt 8,0 mm dlouhy kus
ve tvaru valcovité trubky z pruzného materidlu. M&l by byt umistén v axialnim

sméru
Schvéleni Jméno Funkce Podpis Datum
Pripravil Anila Raj KN Asistent manazera jakosti %@;ﬂ% 14.01.2020
Zkontroloval RD Sharma Zast. gen. Feditele jakosti [oaf- 14.01.2020
Schvlil SS Rawat Vedoud jakosti i i s s 14.01.2020
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pritokove cesty adaptéru katetru pro uzavieni otvoru k injekénimu portu,
9.6.5 Ventil musi zdstat v uzaviené poloze, pokud neni aktivovdn zvysenym tlakem
kapaliny v portu. KaZdy ventil musi byt kontrolovan postupem podle WI/IVC/06.
9.6.6 KdyZ je jednosmérny ventil v uzaviené poloze, nesmi b&hem podavani tekutin IV
katetrem unikat tekutina z vnitfni pritokové cesty do postranniho portu.
9.7 Hrot jehly / Hrot katetru

9.7.1 Hroty hotové jehly a katetru musi byt lubrikovany tak, aby pouhym okem nebylo
patrné Zadné viditelné poskozeni hrotu.

e

9.8 Sestava jehly / katetru

9.8.1 Hrot katetru by mél lehce pfiléhat na jehlu. Tésnost by méla byt dostatecna k tomu,
aby udrfovala sestavu katetru a jehly pohromadé. PficemZ jehla by méla byt z
katetru snadno vyjimatelnd jednou rukou béhem normainiho pouziti.

9.8.2 Vzdalenost mezi hrotem katetru a koncem zkoseni jehly by méla byt 0,0 mm az 1,0
mm podle ISO 10555-5:2013.
9.9 Sestava trubice / rukojeti

9.9.1 Sestava trubice a rukojeti provedend podle WI/IVC/11 by méla mit uzamykaci spoj,
tak aby se rukojet’ po sestaveni nevysmekla z trubice a nedochdzelo k Uniku v
sestavé trubice a rukojeti,

9.9.2 Trubice by méla mit na obou koncich pfipojeni Luer Lock podle EN 20594-
1:1993/AC:1997, 1SO 80369-7:2016 a EN 1707:1996.
9.9.3 Sestava trubice a rukojeti musi byt pFi zkousce v souladu s WI/QA/57 vodotésna.
9.10 Automatizované sestaveni
9.10.1 Souéasti pro automatickou montaZ musi mit vlastnosti, které umozfiuji manipulaci,
pisun a montaZ, aniz by doslo k pferuseni a zablokovani.
9.11 Luerovy spojky
9.11.1 Luerfiv zdmkovy hrot/objimka a Luerova spojka (Luer Lock) jsou navrZeny v souladu

s EN 205941:1993/AC:1997, ISO 80369-7:2016 a EN 1707:1996. Spoje jsou Casto
testovany pomoci kalibrovaného méFidla pro hroty/objimky.

Schvéleni Iméno Funkce Podpis Datum
Pfipravil Anila Raj KN Asistent manaZera jakosti (%z‘%i 14.01.2020
Zkontroloval RD Sharma Zast. gen. Feditele jakosti et 14.01.2020
Schvlil SS Rawat Vedoudi jakosti ARew SR 14.01.2020
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9.12

10

11

Baleni

9.12.1 Spodni Cist jednotlivého baleni musi byt blistr vytvofeny z félie PVC nebo
PP+PE a mél by byt Ciry. M&! by byt zapefetén potisténym krytem z papiru
pro zdravotnické potreby nebo znacky Tyvek.

Zapeceténi jednotliveho baleni musi tvofit bariéru pro udrZeni sterility. Baleni
nesmi byt poskozeno pfi bé&iné manipulaci, skladovani, sterilizaci nebo
prepravé,

Baleni po padeséti (50) / sto (100) kusech, podle potfeby, se ukiada do jedné
dvojité krabice Duplex.

Deset (10) / (20) dvacet krabic Duplex, podle potfeby, se bali do jedné
prepravni krabice z vinité lepenky.

9.12.2

9.12.3

9.12.4

VYROBNI PROSTREDI

Vyrobek se vyrabi v Cisté mistnosti s kontrolovanymi podmmkam: Cistd mistnost ma
tfidu 7 (elektrostatlcky stav), ktera splnu1e poZadavky stanovené v normé I1SO 14644-
1:2015 pro ¢istou mistnost. Cisté mistnosti jsou vybaveny vysoce Gcinnym filtrem
pevnych ¢astic (HEPA) a maji kontrolovanou teplotu a vihkost. Cisté mistnosti jsou
Casto validovany z hlediska G&innosti filtru HEPA podle planu. Prostor je udrZovan
podle WI/IVC/02.

Cisté mistnosti jsou nepfetrZité monitorovany na biologickou zaté% prostiedi pomoci
metody usazovaci desky. Metoda kontroly biologického zatiZeni, frekvence a limit pro
jednotky vytvarejici kolonie (CFU) jsou definovany v GTP/QC/14.

Biologického zatiZeni na vybaveni, pfislusenstvi, Satech pracovnik( atd. je také Casto
sledovano. Metoda kontroly biologického zatiZeni, frekvence a limit pro jednotky
vytvarejici kolonie (CFU) jsou definovany v GTP/QC/14.

KLASIFIKACE

Podle ,klasifikacnich kritérii* v pFiloze IX smérnice Rady 93/42/EHS ve znéni smérnice
2007/47/ES je kategorie Kynyla IV obvykle uréena k nepfetrZitému pouZivani po dobu
delsi nez 60 minut a kratsi nez 30 dnl. Z toho dfvodu jsou tyto prostfedky uréeny
pro kratkodobé pouziti podle popisu v bodu 1.1 pfilohy IX.

Kanyla IV pronika dovnitf téla, je tedy ,invazivhim prostfedkem" podie bodu 1.2
prilohy IX. Podle smérnice jsou prostfedky, které pronikaji dovnitf téla jinym nez
existujicim télesnym otvorem, chirurgicky invazivnimi prostfedky, proto je Kanyla IV
«Chirurgicky invazivnim prostfedkem®.

Podle pravidla 7 pro klasifikaci jsou viechny ,chirurgicky invazivni prostfedky" urcené
pro kratkodobé pouziti zafazeny do tfidy IXa. Proto je kategorie Kanyla IV
klasifikovana jako zdravotnicky prostfedek tidy Ila.

Schvaleni

Jméno Funkce Podplis Datum

Piipravil
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12 ZAJISTENT JAKOSTI

- Dodriuje se tfistupfiovy systém zajisténi jakosti podle PFirucky pro systém fizeni
jakosti, Standardnich provoznich postupd (SOP) a Pracovnich pokyni a Formatd.

- Tyto zahruji veSkerou pracovni odpovédnost vedeni a zaméstnanc spolecnosti,
kontrolu vyroby a jakosti v rGznych vyrobnich fazich. RovnéZz zahrnuji poZadavky na
2ajisténi jakosti a dodrfovani rliznych narodnich a mezindrodnich norem a predpisd.
Zajisténi jakosti se provadi podle QP/QPL/01.

- Plan zajiSténi jakosti zahrnuje viechny pfichozi, zpracovavané a hotové vyrobky.
Rizeni a postup jsou definovany v SOP a Pracovnich pokynech a pozorovani jsou
Zaznamenavana ve Formatech a Registrech.

SHRNUTI REVIZE

Nahrazuje |Datum uéinnosti ot " Ddvod pFezkumu/revize

03 19.09.2003 Pfidani novych variant

04 16.06.2004 Revize pro aktualizaci referencni normy

05 29.11.2005 Pfidan material z tvrdého PVC

06 24.12.2007 Proygdena zména v que 5, tj. doba pouzitelnosti se zménila z data

sterilizace na datum vyroby

07 15.02.2010 Aktualizovan dodatek pro odkaz na EN ISO 14971:2009 a vykresy Nos.

08 18.12.2012 Dodatek k odkazu na EN 1SO 10555-1:2013 a Luer Lock (8 Zeber).

09 16.10.2013 Dodatek k odkazu na EN 1SO 11607-1:2009 a EN 62366:2008.

10 17.04.2014 Dodatek k odkazu na normy biologické hodnoceni EN ISO 10993.
11 16.07.2014 Dodatek k odkazu na Master Formulas a zména sterilizacnich
parametrd.
Dodatek k odkazu na normu ISO 14644 (Cast 1 az Cast 8), EN
N TAd 30.09.2014 | 13868:2002, EN 868-5:2009
I ’
{ 13 15.06.2015 Dodatek souhrnu revizi a referenénich vykresd, aktualizovano
{ 14 01.10.2015 Aktualizace referen¢nich norem
[
i 15 19.01.2016 Provedena zména v oddile €. 6 a tabulce -1 odst. 9.5.8.

Schvalent Jméno Funkce Podpis Datum
Pripravil Anila Raj KN Asistent manaZera jakosti @E;ﬁ%& 14.01.2020
Zkontroloval RD Sharma Zast. gen. Feditele jakosti [ oa-f- 14.01.2020
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Nahrazuje |Datum Géinnosti| Diivod prezkumu/revize
Oddil 4, 9.5.3 a 9.11.1: Aktualizace referenc¢nich norem
Qddil 9.3: Dodatek pro Luer Lock 8 Zeber.
16 30.06.2017 Oddit 9.5.8: Pfidani jmenovitych hodnot a rozsahu vnéjsiho préiméru podie
‘e 1SO 10555-5 v tabulce 1. PFidani udajd: 20G (25mm).
0ddil 9.12: Aktualizace Gdajd o baleni. Odstranény Udaje
tykajici se kanyly Integra IV
Aktualizace odkazl na pfislusné normy v oddilech 1, 3.5.5.8, 4, 9.2.2,
9.3.2, 9.4.6, 9.5.3, 9.5.4, 9.9.2 a 9.11.1 podle nejnové&jsiho seznamu
17 14.07.2017 o z ;
harmonizovanych norem vydaného v listopadu 2017.
Aktualizace oddilu 6.1 a 7.1 Materidly
o Udaje o kiasifikaci vyrobku podie EN ISO 10993-1:2009 pridény v oddile
3.6.
o Aktualizace oddily 4.0, referencni dokumenty tak, aby obsahovealy odkazy
18 17.08. 2018 na vy/fresy, _nejnovejsi verzi plainych norem rozdélenych na
harmonizované a neharmonizované.
o Aktualizace oddilu 7.1, Tabulka materidlu, pfidénim cisla CAS.
e Specifikace katetru pro 27G byla aktualizovéna v oddile 9.5.6 a tabuice-1.
Schvalen( Jméno Funkce Podpis Datum
Pripravil Anila Raj KN Asistent manazZera jakosti b 14,01; 2020
Zkontroloval RD Sharma Zast. gen. Feditele jakosti ;! » % 14,01; 2020
Schvalil SS Rawat Vedouci jakosti 3 , 14,01; 2020
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Title Intravenous (IV) Cannula
Document No. TF/IVC/01 Revision No. 19
Date 14.01.2020 Issue No. 20

1. PURPOSE: This document describes the product design and technical requirements of the
Intravenous (IV) Cannula (or Catheter) range of products. As per Council Directive 93/42/EEC
of 14th June 1993 as amended by 2007/47/EC concerning medical devices, Intravenous
Cannula family is classified as Class 1la device. The Intravenous Cannula Family should
comply with essential requirements of Medical Devices Directive 93/42/EEC as amended by
2007/47/EC and EN ISO 10555-1:2009/ ISO 10555-1:2013/Amd-1& ISO 10555-5:2013
product Standard.

2, INTENDED USE OF PRODUCT: IV Cannula is inserted into the vein, mainly for the
administration of intravenous fluids, withdrawal of blood samples and to deliver medicines
into human circulating system.

3. PRODUCT DESCRIPTION & FEATURES: The IV Cannuta family is manufactured with high
quality of raw material, ensuring optimal quality of the products. Adva needle technology is
designed to help clinicians improve first-stick proficiency by confirming immediate vessel
entry at the point of insertion. Rapid flashback confirms vessel entry and may improve the
chance of accessing difficult or compromised veins. Based on the application and
requirements, various features are incorporated in the IV Cannula designs as follows:

3.1 IV Cannula with Injection Port and wings / IV Cannula with Injection Port, Snap fit cap
& Suturable wings
3.1.1 Provided with injection port with non-return valve Silicon Valve for intermittent
medication.

3.1.2 Smooth inner surface ensures free flow of blood.

3.1.3 Outer diameter of silicon tubing synchronizes with the inner diameter of the
main body resulting in no leakage.

3.1.4 Ergonomically designed wings for proper fixation.

3.2 IV Cannula without Injection Port & with wings / IV Cannula without Injection Port and
with smaller wings

3.2.1 Prevent for infection from additional openings in the Cannula.

3.2.2 Safety needle guard automatically covers the needle’s sharp bevel after
withdrawal of needle from the hub, minimizing the risk of needle stick injuries.

3.2.3 Silicon Septum prevents blood spillage and reduces the risk of blood exposure
and contamination in Blood Control IV Cannula.

3.2.4 Easy identification of needle guard after covering needle tip due to color
coding.

3.2.5 Smooth edged safety needle guard with needle hub having rounded grip
provides better support.

3.2.6 Special tapered & kink resistant radiopaque catheter for easy insertion with
optimal flow rates.

Approvals Name Designation Signature Date
Prepared By Anila Raj K N Asstt. Manager - QA @ 14.01.2020
Checked By RD Sharma DGM - QA & RA AW 2 14.01.2020
Approved By SS Rawat Head - QA ZATAC AITSY 14.01.2020
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Title Intravenous (1V) Cannula

Document No. TF/IVC/01 Revision No. 19

 Date 14.01.2020 Issue No. 20

3.2.7 Injection port with Self Locking Cap for easy opening and closing
3.2.8 Ergonomically designed wings for proper fixation.
3.3 IV Cannula with Integrated Three Way Stop Cock
3.3.1 Polycath can be used to administer two drugs fluids at the same time.
3.3.2 Rotating luer lock and threaded female ports facilitates safe and
secure connection to luer of other systems.
3.3.3 Arrow indication marks on the handle to indicate the direction of flow.
3.4 IV Cannula without Injection Port and without wings

3.4.1 Long needle hub for a perfect grip and control. Best for cases with high risk of
infection from additional openings in the cannula.

3.5 1V Cannula for Quick flashback with ADVA needle

3.5.1 Quick flashback instantly confirms successful venipuncture.

3.5.2 Adva Needle technology enhances success in first prick of needle.

3.5.3 The overall insertion force of the needle is low, causing less pain during
insertion.

3.5.4 Instant confirmation of blood flow along catheter body increases clinician’s
ability to successfully access the vein.

3.6 Common Features of IV Cannula family:

3.6.1 Needle cover prevents accidental damage to needle or catheter.

3.6.2 Customized automated tipping technology for lower penetration forces.

3.6.3 Double tapered, kink resistant catheter with smooth surface offers painless
cannulation.

3.6.4 Minimum clearance between catheter & needle to prevent peel back, less
traumatic and convenient to use.

3.6.5 Highly chemical and kink resistant, catheter manufactured from tested bio-
compatible materials offering longer indwelling time.

3.6.6 Back cut grinded beveled needle provides smooth vein puncture.

3.6.7 Transparent flash back chamber for easy visual confirmation of venipuncture
(except Adva).

3.6.8 The product is color coded in accordance with EN ISO 10555-1/ ISO 10555-
1:2013 & ISO 10555-5 for easy size identification and is available in the sizes
from 14G to 27G.

3.6.9 Male or female fitting of device is provided with 6% luer taper for leak proof
connection with other devices as per EN 20594-1, ISO 80369-7 & EN 1707.

3.6.10 The product is sterilized using EO (Ethylene Oxide) gas.

Approvals Name Designation Signature Date
Prepared By Anila Raj K N Asstt. Manager - QA (%_E,%{— 14.01.2020
Checked By RD Sharma DGM - QA & RA NN 2 14.01.2020
Approved By SS Rawat Head - QA ZALRY A 14.01.2020
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3.6.11 The product and packaging do not contain any constituents of animal origin.
3.6.12 Product classification as per EN ISO 10993-1:2009 / AC:2010

3.6.12.1

Device Connected with - IV Set, Hypodermic Syringe without

Needle, Three Way Stopcock & Extension Tube, etc.

3.6.12.2
3.6.12.3
3.6.124
3.6.12.5

Contact duration — B-Prolonged

Categorization of Device - External Communicating Device.

Area of Contact - Circulating Blood

Applicable Biocompatibility Tests - Cytotoxicity, Sensitization,

Irritation, Acute Systemic Toxicity, Sub-chronic Toxicity, Genotoxicity,
Implantation, Hemocompatibility.

4. REFERENCE DOCUMENTS

S. No. Document Code Document Description
Harmonized standards
4.1 EN ISO 13485:2016 Stlnjfplge Ssystem - Medical Devices - Requirements for the Regulatory
4.2 93/42/EEC European council directive as amended by 2007/47/EC
4.3 EN ISO 10555-1:2009 Sterile, single - use intravascular catheter
4.4 EN ISO 14971:2012 Application of risk management to medical devices
4.5 EN ISO 11135-1:2007 Validation and routine control of EOQ Sterilization
Lo Medical Devices-Symbols to be used with medical devices labels, labeling
4.6 EN 130 15223-1:2016 and information to be supplied Part 1: General requirements
5 Conical fittings with a 6% (Luer) taper for syringes, needles and certain
47 R other medical equipment: Lock Fittings
s Packaging for terminally sterilized medical devices — requirements for
4.8 333/50) ety 1) materials, sterile barrier & packaging systems.
oY Packaging for terminally sterilized medical devices - Validation
4.9 ko0 22000 requirements for forming, sealing and assembly process.
EN ISO 10993 -1:2009 / Biological evaluation of medical devices — Evaluation and testing within a
4.10 v X
AC:2010 risk management process.
ey, Biological evaluation of medical devices - Tests for genotoxicity,
S AN T) carcinogenicity and reproductive toxicity.
4.12 | EN 150 10993-4:2009 5:§:$gigzldevaluation of medical devices — Selection of tests for interaction
4.13 [ ENISO 10993-5:2009 Biological evaluation of medical devices ~ Tests for in vitro cytotoxicity
\rd Biological evaluation of medical devices — Tests for local effects after
4.14 | EN ISO 10993-6:2009 implantation
4.15 EN ISO 10993-7:2008/ Biological evaluation of medical devices — Ethylene oxide sterifization
: AC:2009 residuals
4.16 | ENISO 10993-11:2009 Biological evaluation of medical devices — Tests for systemic toxicity
4.17 | EN 15O 10993-12:2012 Biological evalqatlon of medical devices - Sample preparation and
reference materials
Approvals Name Designation Signature Date
Prepared By Anila Raj KN Asstt. Manager - QA (@l 14.01.2020
Checked By RD Sharma DGM - QA & RA et 14.01.2020
Approved By S5 Rawat Head - QA @) vf e et 14.01.2020

CONFIDENTIAL

PROPRIETARY INFORMATION OF POLY MEDICURE LIMITED




+ ED POLY MEDICURE LIMITED e
MEDICAL OEVICES TECHNICAL FILE 4 of 20
Title Intravenous (IV) Cannula
Document No. TF/1VC/01 Revision No. 19
Date 14.01.2020 Issue No. 20
S. No. Document Code Document Description
4.18 EN 20594-1:1993/ AC- Conical Fittings with A 6% (Luer) Taper for Syringes, Needles and Certain
. 1997 Other Medical Equipment - General Requirements
) Terminology, Symbols and information provided with Medical Devices;
4.19 | EN 1041:2008 Information supplied by the manufacturer with medical devices
4.20 | EN 62366:2008 Medical Devices — Application of usability engineering to medical devices
421 EN ISO 11737- Sterilization of medical devices — Microbiological methods — Part 1:
. 1:2006/AC:2009 Determination of a population of microorganisms on products.
Sterilization of medical devices — Microbiological methods —Tests of
4,22 | ENISO 11737-2:2009 sterility performed in the definition, validation and maintenance of a
sterilization process.
Non-Harmonized Standards
4.23 | ISO 9001:2015 Quality Management Systems: Requirements
4.24 | I1SO 9626:2016 Stainless steel needle tubing for manufacture of medical devices
Packaging for terminally sterilized medical devices. Sealable pouches and
4.25 | EN 868-5:2018 reels of porous and plastic film construction. Requirements and test
methods.
Sterilization of health-care products -- Ethylene oxide -- Requirements for
426 | ISO 11135:2014 the development, validation and routine control of a sterilization process

for medical devices

5 Small-bore connectors for liquids and gases in healthcare applications --
k| Lee03e 7:2016 Part 7. Connectors for intravascular or hypodermic applications.

1SO 10555-1:2013 Intravascular catheters -- Sterile and single-use catheters -- Part 1:

4.28 /Amd-1 General requirements.

oy Biological evaluation of medical devices — Tests for irritation and delayed-
4,29 | ISO 10993-10:2010 tye hybersensitivity

Intravascular catheters -- Sterile and single-use catheters -- Part 5. Over-

430,75 [§150;10355,5:2013 needle peripheral catheters.

Sterilization of health care products -- Microbiological methods -- Part 1:

431 1150 11737-1:2018 Determination of a population of microorganisms on products.

432 | 150 14644-1:2015 Cleanroom and associated controlled environments - Classification of air

cleanliness
433 | USP/IP United States Pharmacopoeia / Indian Pharmacopoeia
Internal Standards / Documents

4.34 | QP/QPL/01 Quality Planning

4.35 | QP/ECD/01 EC Vigilance

4.36 | FP/QA/01 Finished product specification of IV Cannula

4.37 | FP/QA/04 In process specifications for IV Cannula

4.38 | PM/QA/01 Film for Blister Packing/ Pouch Packing

4.39 | PM/QA/02 Medical Grade Printing Paper/ Tyvek Paper

4.40 PM/QA/03 Duplex Box Specification

4.41 | PM/QA/04 Corrugated Box

4.42 PM/QA/06 Labels Specification

443 | PM/QA/15 Pouch for Unit Packing of Product

4.44 | PM/QA/47 Instruction for Use
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4.45 RM/QA/12 Specification of Needle

4.46 | RM/QA/13 Specification of Catheter

4.47 | RM/QA/09 Plastic raw materials

4.48 | MF/IvC/01 Manufacturing of IV Cannula with wings & with injection port

4.49 MF/IVC/02 Manufacturing of IV Cannula with wings & without injection port

4.50 | MF/IVC/03 Manufacturing of IV Cannula without injection port & without wings

4.51 MF/IVC/04 Manufacturing of IV Cannula with integrated 3 way stop Cock

4.52 MF/IVC/05 Manufacturing of IV Cannula without injection port & with small wings.

4.53 | WI/IVC/02 Maintenance of Clean Room

4.54 GTP/QC/14 Monitoring of Bioburden of clean room manufacturing area

4.55 | GTP/QC/09 Sterility Test

4.56 | GTP/QC/10 BET Test

4.57 PML/MD/RA/01 Risk analysis of product

4,58 | Drawing No.-ASSY-1001 Assembly Polyflon

4.59 | Drawing No.-ASSY-1002 Assembly Polycan

4.60 | Drawing No.-ASSY - 1003 | Assembly Polycath

4.61 Drawing No.-ASSY - 1004 | Assembly Polyneo

4.62 | Drawing No.-ASSY - 1005 | Assembly Polyon

4.63 Drawing No.-ASSY - 1007 | Assembly Polyneo ADVA

4.64 Drawing No.-ASSY - 1010 | Assembly Neonovo ADVA

4.65 Drawing No.-ASSY - 1018 | Assembly Polywin

4.66 Drawing No.-ASSY - 1039 | Assembly Polyflex ADVA

4.67 Drawing No.-ASSY - 1019 | Assembly Polyflex

4.68 | Drawing No.-ASSY — 1022 | Assembly Polypen

4.69 Drawing No.-ASSY ~ 1040 [ Assembly Polyflon ADVA

4.70 | Drawing No.-ASSY - 1041 | Assembly Polycan ADVA

4,71 Drawing No.-ASSY -~ 1042 | Assembly Polycath ADVA

4.72 Drawing No.-ASSY — 1044 | Assembly Polypen ADVA

4.73 Drawing No.-ASSY - 1101 | Assembly Polysafety

4.74 | Drawing No.-ASSY - 1102 | Assembly Polypen Safety

4.75 Drawing No.-ASSY - 1103 | Assembly Polywin Safety

4.76 Drawing No.-ASSY - 1104 | Assembly Polycan Safety

4.77 Drawing No.-ASSY - 1110 | Assembly PolySafety Adva

4.78 Drawing No.-ASSY - 1058 | Assembly Polypen Safety Adva

4.79 Drawing No.-ASSY - 1058 | Assembly Polywin Safety Adva

4.80 Drawing No.-ASSY - 1058 | Assembly Polycan Safety Adva

4.81 Drawing No.-ASSY - 1058 | Assembly Polycath Safety Adva

4.82 | Drg. No. ASSY. 13347 Needle Free connector (Safety with Wings)

4.83 | Drg. No. ASSY. 1101.07 Safety Clip (Safety with Wings)

4.84 | Drawing No.-ASSY- 13347 | Needle Free connector

4.85 Drawing No.-ASSY- 10901 | Assembly IV Cannula with tubing

4.86 Drawing No.-ASSY- 11840 | Assembly Safety IV Cannula with tubing

4.87 Eoralvglzn:?BNo.-ASSY— 10230 | assembly Polywin-2 (Size: 14G-26G)
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5. SHELF LIFE
5.1 The Finished products shall conform to the specifications and functional requirements for a

maximum of five years from the date of manufacturing.
6. STERILIZATION

6.1 Paper and plastic film pouches/Soft Blister packed product: Product shall be
sterilized with Ethylene Oxide (EQ) gas as per standardized and validated sterilization cycle
as per EN ISO 11135-1:2007 / 1SO 11135:2014 and routine monitoring cycle Is carried out
as per WI/IVC/25. The medical grade paper is designed to allow maximum exchange of
ethylene oxide, air and moisture. For detailed validation report refer to QA department.
Based on validation result the routine cycle for sterilization is summarized as follows: -

S. No. Particular Limit

1 Preconditioning
(i Time 60 minute £ 2 minutes
(ii) Temperature of chamber 45°C (+5°C)
(iii) Humidity 30% ~ 90%

2, Conditioning
(i) Vacuum drawn and rate -0.75 Kg/cm2 @ 30min.£15 min.
ii) Vacuum holding time 10 minute £ 1 min.
i) Temperature of chamber 45°C (£5°C)
(iv) Humidity of chamber 30%-90%

3 Sterilization
® EO gas inlet temperature Not less than 20°C

(ii) Concentration of EO gas 550 mg/lit. + 25 mg/lit.
(iii) Temperature of chamber 45°C (£5°C)

(iv) Exposure time 280 minutestlmin.
4. | Aeration
0] Vacuum drawn and rate -0.75 kg/cm2 @ 40min £ 20 min,

(ii) Total number of aerations | 2 nos.

The detailed record of routine monitoring is maintained with the QA as well as
production department.

6.2 Product appearance and functional performance is not compromised by up to three
EO sterilization cycles as the product is sterilized three times and the package of
product remained intact. The ethylene oxide residue was also found within limit.

6.3 Revalidation is done once in a year. The calibration of instruments like pressure
gauge, temperature gauge, temperature indicator and controller, PT 100 etc. are
done time to time as per their due date of Re- calibration plan.

7. MATERIAL

7.1 All component materials should be such that components and product assemblies will
pass material testing as specified in specifications.
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¥ S. Parts where material =0 CAS
¥ No. is used Base Material i Number
}- 1 Needle Cover LDPE 24FS040/ LDF201FG 9002-88-4
2 | Needle Hub Polypropylene H110MA 9003-07-0
3 Catheter hub Polypropylene SM 498 9003-07-0
Catheter hub (Polyneo T200MK / SM 498 / oot
4 & Neonovo) Polypropylene PP 575p 9003-07-0
SOMA180/M200056 /
5 Port Cap (Snap fit type) | HDPE + LDPE HI1600 + 24FS040 / 9002-88-4
LDF201FG
S50MA180/M200056 /
6 Port Cap -1 HDPE+LDPE HI1600 + 24FS040 / 9002-88-4
LDF201FG
7 Port Cap - Hinge Type Polypropylene SM 498/ H 110MA 9003-07-0
8 Flash Back Chamber Polypropylene H110MA / SM 498 9003-07-0
Flash Back Chamber
9 with filter Polypropylene H110MA / SM 498 9003-07-0
10 | Luer Lock Plug HDPE M200056 9002-88-4
11 | Needle Cover (Polywin) | Polypropylene SM 498 / H110MA 9003-07-0
12 | Needle Cover (Polyneo) | Polypropylene SM 498 9003-07-0
Thumb Support -88-
13 (Polypedia) HDPE M200056 9002-88-4
14 | Slip Ring Polyaceta! 1700 P NC 010 9002-81-7
15 | Silicone Valve Silicone Rubber N/A 63394-02-5
16 | Channel Housing Polycarbonate gclgmqs [Lexanie | 5 5037245:0
50 MA 180 /HI1600 Cr
17 | Handle HDPE / M200056 9002-88-4
18 | Butterfly (Polycath) Polypropylene 15050;15};/ EUGELLY 9003-07-0
19 | Filter Plug Polyethylene 9089 9002-88-4
20 Filter Membrane HDPE XM 1347/XA 6117 9002-88-4
H110 / SM 498 / ol
21 Needle Hub (Polypen) Polypropylene PP575 P 9003-07-0
Flash back chamber .
22 (Polypen) K - Resin KR 99HG 9003-55-8
23 Upper locking half Polypropylene H110MA 9003-07-0
24 | Lower locking half Polypropylene SM 498 / H110MA 9003-07-0
25 Needle / Cannulae Stainless steel SS 304 7439-89-6
9002-84-0,
26 | Catheters PTFE / FEP / PUR | 100-] / BaSO4 25067-11-2,
550-33-4
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S. Parts where material CAS
No. is used STl S Number
27 Unit Package Lid Medical Grade OCPSxxx10x N/A
(Paper) Paper
Unit Package Lid
28 (Tyvek) Tyvek 2 FS/PA 5511 N/A
29 | Unit Package Blister PVC Film :gifc'ca' grader/Nony N/A
Unit Package Soft ) Medical grade / Non-
30 Blister PP+PE Film T N/A
Printed Paper
31 | Duplex Box board N/A N/A
32 | Duplex Box Label Adhesive Paper N/A N/A
Shipper Box (Big / Corrugated Paper | N/A
— Small) board N
30% EO & 70% N/A EO - 75-21-8
391520 co2 CO2 - 124-38-9

8. COMPONENT AND PROCEDURE FOR ASSEMBLY
8.1 Intravenous (IV) Cannula with Injection Port

8.1.1 Components
(i) Luer Lock Plug (36 Ribs)

Drg. No. COMP. 1001.01

(i) Flash Back Chamber - Drg. No. COMP. 1001.02
(iii) Slip Ring - Drg. No. COMP. 1001.21
(iv) Body - Drg. No. COMP. 1001.10
(v) Needle Hub 5 Drg. No. COMP. 1001.03
(vi) Port cap - Drg. No. COMP. 1001.11
(vii)  Needle Cover - Drg. No. COMP. 1001.08
(viii)  Cannula - Drg. No. COMP. 1001.07
(ix) Catheter - Drg. No. COMP. 1001.06
(x} Silicon Tube = Drg. No. COMP. 1001.12
(xi)  Luer Lock Plug (8 Ribs) : Drg. No. COMP, 1001.20

8.1.2 Assembly

(i) Wing Housing Assembly - The assembly of slip ring, catheter and
wing housing is done on automatic machine as per WI/IVC/39,
WI/IVC/60, WI/IVC/80 & WI/IVC/81.

(ii) Catheter tipping - The catheter tipping is carried out automatically as
per WI/IVC/35,

(i) Valve Assembly & Fitment - The Valve Assembly into the wing
housing is done as per WI/IVC/06.

(iv) Needle Fixing - The assembly of needle with needle hub is done as
per WI/IVC/38 and automatically as per WI/IVC/46 & WI/IVC/85.
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v) Needle Insertion and Cover Fixing - The Needle Insertion and needle
cover Fixing is carried out as per WI/IVC/08.

(vi) Flash Back & Luer Lock Plug Assembly - The Flash Back chamber and
Luer Lock Plug Assembly is done as per WI/IVC/41.

(vii)  Final Inspection - The final inspection of the product is done as per
WI/IVC/15.

8.2 Intravenous (IV) Cannula without Injection Port & with Wings

8.2.1 Component
(i) Luer Lock Plug (36 Ribs)

Drg. No. COMP. 1001.01

(i) Flash Back Chamber - Drg. No. COMP. 1001.02
(i) Slip Ring - Drg. No. COMP, 1001.28
(iv) Body - Drg. No. COMP. 1002.01
v) Needle Hub - Drg. No. COMP. 1001.03
(vi) Needle Cover - Drg. No. COMP. 1001.08
(vii)  Cannula - Drg. No. COMP. 1001.07
(viii)  Catheter - Drg. No. COMP. 1001.06
(ix) Luer Lock Plug (8 Ribs) - Drg. No. COMP, 1001.20

8.2.2 Assembly

(i) Wing Housing Assembly - The assembly of slip ring, catheter and
wing housing is done on automatic machine as per WI/IVC/39,
WI/IVC/60, WI/IVC/80 & WI/IVC/81.

(i) Catheter tipping - The catheter tipping is carried out automatically as
per WI/IVC/35.

(i) Needle Fixing - The assembly of needle with needle hub is done as
per WI/IVC/38 and automatically as per WI/IVC/46 & WI/IVC/85.

(iv) Needle Insertion and Cover Fixing - The Needle Insertion and needle
cover Fixing is carried out as per WI/IVC/08.

v) Flash Back & Luer Lock Plug Assembly - The Flash Back chamber
and & Luer Lock Plug Assembly is done as per WI/IVC/09 &
WI/IVC/41

(vi) Final Inspection - The final inspection of the product is done as per
WI/IVC/15.

8.3 Intravenous (IV) Cannula without Injection Port & with Small Wings

8.3.1 Component
() Luer Lock Plug (36 Ribs)

Drg. No. COMP. 1001.01

(ii) Flash Back Chamber - Drg. No. COMP. 1001.02
i) Slip Ring - Drg. No. COMP. 1001.21
(v) Body - Drg. No. COMP. 1004.07
v) Needle Hub - Drg. No. COMP. 1001.03
(vi) Needle Cover = Drg. No. COMP. 1004.02
(vi)  Cannula = Drg. No. COMP. 1001.07
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(viii)  Catheter B Drg. No. COMP. 1001.06
(ix) Luer Lock Plug (8 Ribs) - Drg. No. COMP. 1001.20

8.3.2 Assembly

(i) Wing Housing Assembly - The assembly of slip ring, catheter and
wing housing is done on automatic machine as per WI/IVC/39,
WI/IVC/60, WI/IVC/80 & WI/IVC/81.

(ii) Catheter tipping - The catheter tipping is carried out automatically as
per WI/IVC/35.

(iii) Needle Fixing - The assembly of needle with needie hub is done as
per WI/IVC/38 and automatically as per WI/IVC/46.

(iv)  Needle Insertion and Cover Fixing - The Needle Insertion and needle
cover Fixing is carried out as per WI/IVC/08.

(v) Flash Back & Luer Lock Plug Assembly - The Flash Back chamber
and & Luer Lock Plug Assembly is done as per WI/IVC/41.

(vi) Final Inspection - The final inspection of the product is done as per
WI/IVC/15.

8.4 Intravenous (IV) Cannula with Integrated Three Way Stop Cock

8.4.1 Component
0] Luer Lock Plug (36 Ribs)

Drg. No. COMP. 1001.01

(i) Flash Back Chamber & Drg. No. COMP, 1001.02
iii) Needle Hub - Drg. No. COMP. 1001.03
(iv) Needle Cover - Drg. No. COMP. 1001.09
(v) Channel - Drg. No. COMP. 1003.02
(vi) Handle - Drg. No. COMP. 1006.01
(vii)  Body - Drg. No. COMP. 1003.01
(viii)  Cannula - Drg. No. COMP. 1001.07
(ix) Catheter - Drg. No. COMP. 1001.06
(x) Luer Lock Plug (8 Ribs) - Drg. No. COMP, 1001.20

8.4.2 Assembly

i Handle and Channel Assembly - The assembly of handle with channel
is done as per WI/IVC/11.

(ii) Catheter tipping - The catheter tipping is carried out automatically as
per WI/IVC/35.

(ii) Teflon & Butterfly Assembly - The Teflon (catheter) and butterfly
assembly is carried out As per WI/IVC/13.

(iii) Needle Fixing - The assembly of needle with needle hub is done as
per WI/IVC/38 and automatically as per WI/IVC/46.

(iv) Needle Insertion and Cover Fixing - The Needle Insertion and needle
cover Fixing is carried out as per WI/IVC/08.

v) Flash Back & Luer Lock Plug Assembly - The Flash Back Chamber &
Luer Lock Plug assembly is done as per WI/IVC/41.
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(vi) Final Inspection - The final inspection of the product is done as per
WI/IVC/15.

8.5 Intravenous (IV) Cannula without Injection Port & Wing
8.5.1 Component
) Luer Lock Plug (36 Ribs)

Drg. No. COMP. 1001.01

(i) Flash Back Chamber - Drg. No. COMP. 1001.02
(iii) Slip Ring - Drg. No. COMP. 1001.21
(iv) Needle Hub - Drg. No. COMP. 1001.03
V) Body - Drg. No. COMP. 1005.01
(vi) Needle Cover - Drg. No. COMP. 1001.08
(vii)  Cannula 3 Drg. No. COMP. 1001.07
(viii) Catheter - Drg. No. COMP. 1001.06
(ix) Luer Lock Plug (8 Ribs) = Drg. No. COMP. 1001.20

8.5.2 Assembly
(i) Body Assembly - The assembly of slip ring, catheter and wing
housing (catheter hub) is done on automatic machine as per
WI/IVC/39, WI/IVC/60, WI/IVC/80 & WI/IVC/81.
(i) Catheter tipping - The catheter tipping is carried out automatically as
per WI/IVC/35.
(iii) Needle Fixing - The assembly of needle with needle hub is done as
per WI/IVC/38 and automatically as per WI/IVC/46.
(iv) Needle Insertion and Cover Fixing - The Needle Insertion and needle
cover Fixing is carried out as per WI/IVC/08.
v) Flash Back & Luer Lock Plug Assembly - The Flash Back chamber and
& Luer Lock Plug Assembly is done as per WI/IVC/41.
(vi) Final Inspection - The final inspection of the product is done as per
WI/IVC/15.
8.6 Intravenous (IV) Cannula with Injection Port, Snap Fit cap & Suturable
Wing
8.6.1 Components
Q) Luer Lock Plug (36 Ribs)

Drg. No. COMP. 1001.01

(ii) Flash Back Chamber - Drg. No. COMP. 1001.02
(i) Slip Ring - Drg. No. COMP. 1001.21
(iv)  Body - Drg. No. COMP. 1019.01
v) Needie Hub - Drg. No. COMP. 1001.03
(vi) Port cap < Drg. No. COMP. 1019.02
(vit)  Needie Cover - Drg. No. COMP. 1001.08
{viii) Cannula S Drg. No. COMP. 1001.07
(x) Catheter - Drg. No. COMP. 1001.06
=) Silicon Tube - Drg. No. COMP. 1001.12
() Luer Lock Plug (8 ribs) - Drg. No. COMP. 1001.20
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8.6.2 Assembly

(i) Wing Housing Assembly - The assembly of slip ring, catheter and
wing housing (catheter hub) is done on automatic machine as per
WI/IVC/39, WI/IVC/60, WI/IVC/80 & WI/IVC/81.

(i) Catheter tipping - The catheter tipping is carried out automatically as
per WI/IVC/35.

(iii) Valve Assembly & Fitment - The Valve Assembly into the wing
housing is done as per WI/IVC/06.

(iv) Needle Fixing - The assembly of needle with needle hub is done as
per WI/IVC/38 and automatically as per WI/IVC/46 & WI/IVC/85.

v) Needle Insertion and Cover Fixing - The Needle Insertion and needle
cover Fixing is carried out as per WI/IVC/08.

(vi) Flash Back & Luer Lock Plug Assembly - The Flash Back chamber and
& Luer Lock Plug Assembly is done as per WI/IVC/41.

(vii)  Final Inspection - The final inspection of the product is done as per
WI/IVC/15.

8.7 Intravenous (IV) Cannula without Injection Port & without Wing
8.7.1 Component

() Luer Lock Plug (36 Ribs) 2 Drg. No. COMP. 1001.01
(i) Flash Back Chamber - Drg. No. COMP. 1001.02
(i) Slip Ring - Drg. No. COMP. 1001.21
(iv) Needle Hub & Drg. No. COMP. 1018.02
v) Body - Drg. No. COMP. 1018.01
(vi) Needle Cover - Drg. No. COMP. 1018.03
(vi) Cannula - Drg. No. COMP. 1001.07
(viii)  Catheter - Drg. No. COMP. 1001.06
(ix) Luer Lock Plug (8 Ribs) - Drg. No. COMP. 1001.20

8.7.2 Assembly

(i) Body Assembly - The assembly of slip ring, catheter and body (wing
housing/catheter hub) is done on automatic machine as per
WI/IVC/39, WI/IVC/60, WI/IVC/80 & WI/IVC/81.

(ii) Catheter tipping - The catheter tipping is carried out automatically as
per WI/IVC/35.

(iii) Needle Fixing - The assembly of needle with needle hub is done as
per WI/IVC/38 and automatically as per W1/IVC/46.

(iv) Needle Insertion and Cover Fixing - The Needle Insertion and needle
cover Fixing Is carnied out as per WI/IVC/08.

v) Flash Back & Luer Lock Plug Assembly - The Flash Back chamber and
& Luer Lock Plug Assembly is done as per WI/IVC/41.

(vi) Final Inspection - The final inspection of the product is done as per
WI/IVC/15.

8.8 Intravenous (IV) Cannula without Injection Port & without Wing
8.8.1 Component for Polypen
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)] Upper Locking - Drg. No. COMP. 1022.01
(i) Lower Locking 2 Drg. No. COMP. 1022.02
(iii) Slip Ring - Drg. No. COMP, 1001.21
(iv) Needle Hub - Drg. No. COMP. 1022.04
v) Body 5 Drg. No. COMP. 1022.03
(vi) Flash Back Chamber - Drg. No. COMP. 1022.05
(vii)  Cannula 3 Drg. No. COMP. 1022.06
(viii)  Catheter - Drg. No. COMP. 1001.06
(ix) Filter Plug - Drg. No. COMP. 1022.08
() Filter Membrane - Drg. No. COMP. 1022.09
8.8.2 Assembly
0] Body Assembly - The assembly of slip ring, catheter and body
(housing) is done on automatic machine as per WI/IVC/39,
WI/IVC/60, WI/IVC/80 & WI/IVC/81.
(i) Catheter tipping - The catheter tipping is carried out automatically as
per WI/IVC/35.
(iii) Needle Fixing - The assembly of needle with needle hub is done as
per WI/IVC/38 and automatically as per W1/IVC/46.
(iv) Flash Back & Filter Plug Assembly - The Flash Back chamber and
Filter Plug Assembly is done as per WI/IVC/64 & WI1/IVC/75.
(v) Final Inspection - The final inspection of the product is done as per

WI/IVC/15.

9. FUNCTIONAL SPECIFICATIONS

9.1 Needle Cover

9.1.1 Basic shape conical or a cylindrical tube as required.

9.1.2 Material should be clear to translucent for ease of visualization through the
wall to the inside.

9.1.3 Interference fit of the bottom of the cover over the body with catheter
adapter.

9.1.4 The fitting with the body should be such that it provides easy two hand
removal for use but should also prevent accidental detachment dunng
handling, shipping and storage.

9.2 Flash Back Chamber

9.2.1 Material clear to transparent to allow visualization through walls to inside.
Functions as an extended blood flash back chamber.

9.2.2 Front nose to be a male luer in conformance with EN 20594-1:1993/AC:1997,
1SO 80369-7:2016 & EN 1707:1996.

9.2.3 Should permit rapid air venting for immediate blood flash back but prevent
blood leakage to outside.
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9.2.4 Finished product shall demonstrate rapid flash back visualization when tested
as per WI/QA/57.

9.2.5 When assembled into needle hub, it shall not accidentally detach from needle
hub during handling, storage and shipping.

9.3 Luer Lock Plug
9.3.1 Also known as Luer Lock caps available in 36 ribs & 8 ribs, as per
requirement.

9.3.2 Male Luer Lock design to comply with EN 20594-1:1993/AC:1997, ISO
80369-7:2016 & EN 1707:1996.

9.3.3  External gripping features.

36 Ribs Luer Lock 8 Ribs Luer Lock

9.4 Needle Hub and Cannula Assembly
9.4.1 Needle material shall be stainless steel grounc to a B-Bevel point.
9.4.2 Needle Hub material shall be clear for easy blood flash back visualization.

9.4.3 The needle having a notch near needle tip for rapid flashback along with
catheter body (applicable for Adva) as given below-

B R b Sl e o T —.‘M“—qﬂ-‘.ﬂhm‘? o
9.4.4 The Cannula is press fit into the needle hub.
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9.4.5 The joint strength shall be a minimum if 20N (2 Kg approx.) for all gauges
from 14G to 20G and should be 10N (1 Kg approx.) for 22G to 26G. The
tensile testing between needle and needie hub is done as per WI/QA/57.

1 9.4.6 Needle hub shall provide a rear female luer taper as per EN 20594-
i 1:1993/AC:1997, I1SO 80369-7:2016 & EN 1707:1996.

9.5 Body and Catheter Assembly

9.5.1 Catheter tube should be translucent or transparent (except for fully radio
opaque) and if required should have 2 or 3 radio opaque lines which are fully
encapsulated.

9.5.2 Catheter tube should demonstrate inherent kink recovery.

9.5.3 Body should provide a female luer lock connector for the axial flow path and
shall pass functional tests as per EN 20594-1:1993/AC:1997, ISO 80369-
7:2016 & EN 1707:1996.

9.5.4 The body for IV Cannula with injection port should have a female luer
connection at the side port as per EN 20594-1:1993/AC:1997, I1SO 80369-
7:2016 & EN 1707:1996. It shall also have a non-return valve made of
silicone tube for injection of medicine or fluid with a syringe through the
injection port.

9.5.5 The body material should be transparent or translucent for IV Cannula with
Injection port. For IV Cannula without injection port, IV Cannula without
injection port and small wings and IV Cannula without wings & without port,
IV Cannula with Injection Port, Snap Fit Cap & Suturable wings. The body
should be color coded as per international standard mentioned in Table - 1.

9.5.6 The Joint Strength between body and catheter shall be as follows when

- tested as per WI/QA/57.

CATHETER GAUGE JOINT STRENGTH
14G 15N
16G 10N
17G 10N
18G 10N
206 5N
226 5N
246 3N
, 266 3N
_ 276 10N

9.5.7 The assembly shall not leak when tested as per WI/QA/57.

9.5.8 Water flow rate capacity through tipped catheter and body assembly shall be
as foliows when tested as per WI/QA/57. These average flow rate capacities
shall be used in product labeling when required.
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TABLE-1
Outer Dimension of catheter as per
Catheter | (o coiing | Lengthof 150 10555-5 T LR
Gauge Catheter Nominal Value L) Flow Rate Limit (per ISO
{mm) 9 {ml/min) 10555-5)
14G Orange 45 mm 1.9,2.0,2.1,2.2 1.85t0 2.25 305 90% to 115%
16G Grey 45 mm 16,17, 1.8 1.55to 1.85 200 90% to 115%
17G White 45 mm 14,15 1.35to 1.55 142 90% to 115%
18G Deep Green 45 mm 1.2,1.3 1.15t0 1.35 90 90% to 115%
: 18G Deep Green 32 mm 1.2,13 1.15t0 1.35 90 90% to 115%
Q 20G Pink 32 mm 1.0,1.1 0.95t0 1.15 56 90% to 115%
3 20G Pink 25 mm 1.0,1.1 0.95 to 1.15 56 90% to 115%
¥ 22G Deep Blue 25 mm 0.8,0.9 0.75 to 0.95 36 80% to 125%
i 24G Yellow 19 mm 0.7 0.65 to 0.75 23 80% to 125%
26G Violet 19 mm 0.6 0.55 to 0.65 17 80% to 125%
27G Light Orange | 15 1 mm 0.6 0.55 to 0.65 12 80% to 125%
9.6 Valve & Port Cap Assembly

9.6.1 Port cap shall be securely held in position on the injection port so that the
easy rotation by hand to any circumferential position is possible. The cover
should not open during handling, storage & transportation.

9.6.2 The port cap shall allow two fingers opening and closing. The top of the port
cap shall be lightly textured to provide a grip and minimize finger slippage
during use.

Port Cap - Flon and Hinge type

9.6.3 The port cap design should be such that it shall remain open position and not
acocer=="y dose by itself while injection port is in use.

9,6.4 The onseesy (mon-retumn) port valve should be a piece of 8.0mm length of
oy o= —o= s=0e of flexible material. It should be positioned in the axial
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9.6.5

9.6.6

flow path of the catheter adapter to occlude the opening to the injection
port.

The valve shall remain in the closed position unless actuated via an increased
liquid pressure in the port. Each valve is to be checked in process as per
WI1/IVC/06.

When in the closed position, the one-way valve shall not leak fiuid from the
inside flow path to the side port during administration of IV fluids through fhe
catheter,

9.7  Needle Tip / Catheter Tip

Finished product needle and catheter tip lubrication shall be such that ao
visible tip damage is evident to the naked eye.

9.8

9.9

9.10

9.11

9.7.1

Needle Assembly / Catheter Assembly

9.8.1

9.8.2

The catheter tip should fit slightly tight over the needle. The tightness should
be just enough to hold the catheter & needle assemblies together. Also, the
needle assembly should be easily removable with one hand from the catheter
body assembly during normal use.

The trim distance between the catheter tip and heel of the needle bevel
should be 0.0 mm ~ 1.0 mm as per ISO 10555-5:2013.

Channel / Handle Assembly

9.9.1

9.9.2

9.9.3

The channel and handle assembly done as per WI/IVC/11 should have a
locking fit so that the handle does not come out of the channel after
assembly and there is no leakage in the channel and handle assembly.

The channel should have female luer lock connection as per EN 20594-
1:1993/AC:1997, 1SO 80369-7:2016 & EN 1707:1996 at two ends.

The channel and handle assembly shall be leak proof when tested in
accordance with WI/QA/57.

Automated Assembly
9.10.1 Component parts for automated assembly shall have features that

accommodate handling feeding and assembly without resting & jamming.

Luer Connections
9.11.1 Male, female luer and luer lock connections shall confirm to EN 20594-

1:1993/AC:1997, 1SO 80369-7:2016 and EN 1707:1996. The connections are
tested frequently using calibrated male and female gauge.
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9.12 Packaging

9.12.1 Unit package bottom shall be a blister formed of PVC or PP+PE film and
should be clear. 1t should be sealed with a printed lid of medical grade paper
or Tyvek.

9.12.2 Unit package shall maintain a sterility barrier with its seal. The integrity of
package shall not get damaged during normal handling, storage, sterilization
or transportation.

8.12.3 Fifty (50) / Hundred (100) unit packages shall be packed into one Duplex, as
per requirement.

9.12.4 Ten Duplex / Twenty Duplex boxes shall be packed into one corrugated
shipper boxes, as per requirement.

!

10. ENVIRONMENT FOR MANUFACTURING OF PRODUCT

- The product is manufactured in clean room-controlled conditions. The dezn moom =
class 7 (in Static condition) meeting requirements set by ISO 14644-1:2015 for Tean
Room. Clean rooms are provided with high efficiency particulate air fiter (HEP2) and
controfled temperature and humidity. Clean rooms are valkdated frequanty for
efficiency of HEPA filter as per the schedule. The area 1s manianed as per
WI/IVC/02.

- The clean rooms are continuously monitored for environmental bio burden &y us
settling plate method. The bio burden method, frequency and limit of colony forming
unit (CFU) are defined in GTP/QC/14.

- The bio burden on the equipment, fixture, dresses of workers etc is also frequently
monitored. The bio burden method, frequency and limit of colony forming unit (CFU)
are defined in GTP/QC/14.

11. CLASSIFICATION

- As per “Classification Criteria” in Annexure IX of the Council Directive 93/42/EEC as
amended by 2007/47/EC the family of IV Cannula is normally intended for continuous
use for more than 60 minutes and less than 30 days. Hence these are for short-term
use as per description in the 1.1 of Annexure IX.

- An IV Cannula penetrates inside the surface of body, hence is “Invasive device” as
per 1.2 of Annexure IX. As per the Directive devices which penetrate the body
through other than an establish body orifice are surgically invasive devices hence IV
Cannula is “Surgically invasive device.

As per Rule- 7 for Classification, alt *Surgicaily Invasive Devices’ intended for short-
term use are classified in Class Ila. Hence IV Cannula family is classified as Class I1a

Medical device.
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12. QUALITY PLAN

- A three tier Quality System is followed consisting of the Quality System Manuz, &
Standard Operating Procedures (SOPs) and Work Instructions and Formats.

- These take care of all the functional responsibilities of the management and co—pay
employees, production and quality control at various stages. It also takes ;2= o 0=
Quality Assurance needs and compliance with the various national and intemators
standards and regulations. Quality planning is done as per QP/QPL/01.

- The Quality Plan covers all incoming, inprocess and finished producs. The o
and process are defined in the SOPs and Work Instructions and the cbsenesors 22
recorded in Formats and Registers.

REVISION SUMMARY

Supersedes | Effective Date Reason for Review/Revision

03 19.09.2003 Addition of new Varianis

04 16.06.2004 Revise to update reference standard

05 29.11.2005 Material grade of PVC Rigid Film Added
Change made in Point No. 5 i.e. shelf life has been changed from date of

9 28.12:200% sterilization to date of manufacturing

07 15.02.2010 Addition for reference of EN I1SO 14971:2009 & Drawing Nos. updated

08 18.12.2012 Addition for reference of EN ISO 10555-1:2013 & iuer Lock (8 ribs).
Addition for the reference of standards EN I1SO 11607-1:2009 & EN

O 16.10.2013 | 5>366.2008.

10 17.04.2014 Addition for the reference of Standards-Biological Evaluation EN ISQ 10993.

1 16.07.2014 Addition for reference of Master Formulas & change in sterilization
parameters.
Addition for reference of Standard ISO 14644 (Part 1 to Part 8), EN

e 30.09.2014 1 13568:3002, EN 868-5:2009

13 15.06.2015 Addition of revision summary and reference drawing nos. updated

14 01.10.2015 Reference Standards Updated

15 19.01.2016 Change made in section no. 6 & Table -1 of 9.5.8.

Approvals Name Designation Signature Date
Prepared By Anila Raj KN Asstt. Manager - QA [ﬂ;’l@ 14.01.2020
Checked By RD Sharma DGM - QA & RA el 14.01.2020
Approved By | SS Rawat Head - QA ANRS KRR 14.01.2020

CONFIDENTIAL

PROPRIETARY INFORMATION OF POLY MEDICURE LIMITED




2l LT o (e, Ty
STt it 3 r B
0»_“_‘_-.1.;:;&-25‘--:‘:" S, PO ¥ =

- &
AR v e A e e T sl Sl Beaag e

“ '. i . - »

W e R B s e

S P

P+VED

HEDICAL DEVICES

POLY MEDICURE LIMITED

Page No.

TECHNICAL FILE 20 of 20

Title Intravenous (IV) Cannula
Document No. TF/1VC/01 Revision No. 19
Date 14.01.2020 | Issue No. 20
Supersedes Effective Date Reason for Reviéw_?lieiris-ion,_'; o
Section 4, 9.5.3 & 9.11.1: Reference Standards updated.
Section 9.3: Addition for the Luer lock 8 ribs.
16 20.06.2017 Section 9.5.8: Addition of Nominal & Range values of outer diameter as per
= 150 10555-5 under table- 1. Addition of 20G(25mm) details.
Section 9.12: Packaging details updated.
Details Regarding Integra IV Cannula deleted
Updated Reference of relevant standards in section 1, 3.5.5.8, ¢, 2.2,
17 14.07.2017 9.3.2,9.4.6, 9.5.3, 9.5.4, 9.9.2 & 9.11.1 as per latest list of Harmonzed
e standards released in November 2017.
Updates Section 6.1 & 7.1 Materials
e Product classification details as per EN ISO 10993-1:2009
added in Section 3.6.
o Updated Section 4.0, reference documents to include drawing
references, latest version of applicable standards & segregated
18 17.08.2018 : :
as harmonized and non-harmonized.
s Updated section 7.1, Material table to add CAS number.
e Catheter specification for 27G updated in section 9.5.6 and
Table-1.
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Ovéreny preklad z némeckého a anglického jazyka

| Piekladatelskd dologka:

_ Jd, Nora Martiskovd, IC 473 56 707, jako pFekladatelka jazyka anglického a némeckého, zapsand v seznamu
g tlumocniki a prekladateli, vedeném Ministerstvem spravedinosti Ceské republiky, timto stvrzuji, e jsem osobné
provedla pFeklad pFipojené listiny a Ze tento pFeklad souhlasi s textem pFipojené listiny.

V prekladu jsem provedla

tyto opravy:

Ukon je zapsdn v evidenci

ukomi pod poradovym Cislem: Lf q ;é

V Praze, dne: ,2 ? J’ 5 {9,20
Pocet stran: ;Z %

Nora Martiskovd, noramartiskova@seznam.cz, Tel.: +420 724 090 898

Podpis a razitko tlumoénika:







