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"GpynL wubnny utpéddynn yhpwpnrdwwl phi, unbphl, uhupbunhy,
dnundhiwdtuwn, ywuwnpwundwd ynihwypnwhiGuh hndnwnhdtGph
hgnunwlywnwjhu unbptnhgndtphg, uGpyqwsé Jun gnyuny” ytpph dbe Upw
nmbuwlubihnipntup (wdwgubint hwdwnp, JGinphywjhu gwthp 0.5,
wludwluwlwlu swihp 7/0, pbh Gpywpnip)ntup ng ywlwu 60ud: Wutnutpp
wwwunpwunywd GU ynnnghwuwjniLu, pwpén wdpniepjwl, hwdwanLywdphg:
Mnnwwunh nwup 4310: Uubnh mhwp éwynn, 3/8 2npwl, ny Wwlwu 9,3Jd
Gpwpnipjwdp, npwdwaghép 0.2032 JJ, ywuwnpwuwnydwd Yynnnghwjh
Ujwwndwdp nhdwgyniu ppwnunipnhg, pwydwd uhthynund, hugp
UJwqgbgunud E 2thnudp W hGunwgunid wubnh wugnudp hyncujwédph dhony,
nLtuh wubnuwpnuhgny $hpudwl hnuwh Ywnnigywép: Ltpphu dhownhpp
ww2wnuwwunid £ pbp L wutnp Juwudbintg (yiwuwnhy ywd wj wdnep ujnip),
wuwwhnynud £ pGh gbwjunLpjntup tnnuthhg hwubGintg hGunnn wupubinyg ""alh
hph2nnnipjwu"" ESPLHINNH wnwowgnidp, wwpnitbwyned E wdpnnowwu
hubnpdwghw pLGh wujwudwl pwnwnpnipjwl, ywpwdGwunpGph huzwGu




Lwl wubnh wwpwdJdGwunnptph yGpwptpjw npp huwpwdnpnipjniu £ wnwhu
yGpwhuytbp wwpnibwynipyntup wuhwwnwwl innuthhg hwlubintg W uinbphy
yhpwhwunwlwl uGnwuh ypw nubintg hGunn: 3nLpwpwlgnip pGIN
thwpbtpwynpwd £ wnwuahu thwpebph b, nph junnigwdpp wwwhnyned
E hwuwUubhnipjntu wnwUuahU unbtph| ptihu: dwpberh ypw Upwé t
wnpwunwnnpnnh wuncup, wwpwupwjihu Lpwup, ywwnwngwjht hwdwpp,
hudpwpwlwyh hwdwnpp, ywhunwubihnipjwl dwdybuwnp, pGih UnLpep,
wldwlwlwu W JGunnphywihu gwithp, gnuyup, Gpywpnepyniup, wutnh
Gnywpnipiniup, nGuwyh Lwlp, Ynpnepjniup, pwbwyp, (nhy gwihh
wwwnybpp: dwpbtputpp nmbnwynpdwéd U punhwunLp tinnuthtph Ube®
funbwynipjntuhg Wwwnwwunn wnihEphltuny Jud wj| pwihwughy bjnipny
gnpbwpwlwjhu hwptpwynpdwdp, tnnuthh ypw Ypyuophbwyywd Gu
wnwluadhU hwpbtph ypwih nyuwubpp:owpbpwynpnidp wuhwunwywl
untph wdhnthywé gnpdwnpwlwjihU N12 inncthned: 1. Uwypwlupubpp wbuwp E
ntuGUwU. 1.1 Upnwnpnnhbu inpdwé™ wpunwnpnepjwl wuynwlugnipjwl W
npnwyh yepwhuydwu dvhowqquwjhu hwdwuwnwaghp (ISO 13485 W/jwd GMP
Ww/ywd wyp): 2. T"wydwluwagph yuwwnwpdwl thnened dwwnwwpwpp wwpwluph
Jwunwlwpwpywéd udpwpwluwyh hGuin wyGwnp EuGpywjwguh. 2.1
fudpwpwlUwyl nuntygnn npwyp hwjwuwnnn thwutnwpeninp thnpdwpydwlu
wnpowlbwagnpnipintt (Yuwd hwjwuwnwaghp) wd npwyh hwjwuwnwaghp (uwd
wUalbwahp) ywd udwpwpwlwyh hwywuwnwahp ywd njw| udpwpwlwyh
npwyp hwjwuwnnn wj| thwutnwpnine npywd hwdwwwinwupiwU
hpwywunL Jwpduh ynnuhg:"
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